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PROCESSING REQUEST 

Reg# 

Description: 

Decision# 

Material Available Electronically (see PPLS): 

¥]..Eiectronic Label/Letter Dated 

D Other: 

Material:Sent (see jacket): 

D Stamped Label/ Letter Dated 

D Notification Dated 

0 New CSF(s) Dated 

0 Other: 

File this coversheet and attached materials in the jacket. It must be well organized 
and clipped together, NOT STAPLED. Then give the jacket with the coversheet and 
materials to staff in the Information Services Center ( ISC) (Room S-4900) . If a 
jacket is full or only available as an image, please file materials in a new jacket and 
bring it down to the (ISC). For further information please call 703-605-0716. 

Reviewer: 1) (_ u pg. {tt I'\ er{ 
Division: 

Phone: Date: 7/ '1 /1 >/ r t 

2 



ll.S ENVIKONMl·NTAL PROT ECTION AGENCY 

Otfa:c or Prstic1dc J>rograms 

/\nt1m1croo1Hls 01v1sl0fl (75 IIJP) 

1200 l'cnnsylvama Ave . NW 

Washington. D C 10460 

NOTICE OF PESTICIDE: 
_K_ Registration 
_ Reregistration 

(umlcr f'IFR,\ . us amcmlcdJ 

J'liamt and Addrrs~ ef Reeistrut (include lll' Codt): 

Buckman Laboratories. Inc. 
1256 N. McLean Blvd. 
Memphis. TN 38108 

Er.\ rte~. 1"umbrr: Datt of l~suancr: 

1448-442 7/9/ 15 

Trrm of ls•u~ncr: 

Unconditional 

:-.Rmr or l'r~ticidr Product: 

BUSAN 1474 

Note; Changes in labeling diffc:ring in substance from that accepted in conn~tion wilh this ngistration must be submitted to a.nd occcptcd by the 

Antimicrobials Division prior to use of the label in commerce. In an> correspondence on this produc1 nlw.iys refer to the above EPA registration number. 

On the basis of information furn ished by the registrant. the above named pesticide is hereby registered 
under the Federal Insecticide. Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recom mendation of this product by the 
J\gency. In order to protect health and the environment. the Administrator, on his motion, may at any 
time suspend or cancel the registration of ::i pesticide in accordance with the Act: The acceptance of any 
name in connection with th~ registration of a product under this Act is not to be construed as giving the 
registrant a right to exclusive_ use of the name or to its use if it has been covered by others. 

This product is unconditionally registered in accordance with FIFRA section 3(c)(5) provided that you: 

I. Submit and/or cite all data re4uired for registration/reregistration/registration review of your 
product when the Agency requires all registrants of similar products to submit such data. 

Sii:n•lun of Appru,·ini: O rtici~I; lhtr: 

John Hebert. Branch Chief 
RMBI Antimicrobials Division (751 OP) 7/9/ 1 S 

E"I'/\ Fonn 8570-6 

2. Make the following label changes before you release the product for shipment: 

3 



P::ige 2 of2 
EPA Reg. No. 1448-442 
Decision No. 495990 

• Revise the EPA Registration Number to read . ''EPA Reg. No. 1448-442.'' 

3. Submit one copy of the revised final printed label for the record before you release the product 
for shipment. 

Should you wish to add/retain a reference to the company's website on your label, then please be aware 
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticidc Act and is 
subject to review by the Agency. If the website is false or misleading, the product would be misbranded 
and unlawful to sell or distribute under FIFRA section I 2(a)( I )(E). 40 CrR 156.1 O(a)(S) list examples 
of statements EPA may consider false or misleading. In addition. regardless of whether a website is 
referenced on your product's label , claims made on the website may not substantially differ from those 
cla ims approved through the registration process. Therefore, should the Agency find or if it is brought to 
our attention that a website contains false or misleading statements or claims substantially differing from 
the EPA approved registration, the website wi II be referred to the EPA 's Office of Enforcement and 
Compliance. 

If these conditions are not complied with. the registration will be subject to cancellation in accor<lan cc 
with Fl FRA secticin 6. Your release for shipment of the product constitutes acceptance of these 
conditions. A stamped copy of the lahel is enclosed for your records. Please also note that lhe record for 
this product cum:ntly contains the fo llowing CSFs: 

• Basic CSF dated June 11 , 20 IS 

If you have any questions , please contact John Hebert hy phone at 703-6249 by phone at 703-308-6249, 
or via email at hebertJohn@cpa.gov. 

Enclosure: Stamped label 

Sincerely. 

9r~~ 1J.£J u 
John Hebert. Chief 
Regulatory Management Branch I 
Antimicrobials Division (75 I OP) 
Office of Pestic ide Programs 
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BUSAIN® '1474 
A m1crrobicide U-Sed to 1/ielp control algae, ~acteria_, fungi, arthae:a and other micro-organ1isms in ma~eup, 
recycled., floWback., injection, and produced fluids and waters associated with oil and gas production (Le., 
drilling, stimulation, hydraulic frao-tu1ring, 1productioh, atnd disposal operations). 

A-CTIIVE INGREDIENT: 
Ammonia (Total) .............................................. 7.59% 

IIN,!:RT INGREDIENTS: ............................................ 92.41 % 
TOTAL ......................................................................... 1'00.00°/o 

KEEP OUT OF REACH Of CHIILDREN 
1CAUTION 

FIRST AID 

ACCE .PTED 
07/09/2015 

Wm~m 11,, ;1 f~c.1 .. 101 im;,;cf;p(li, ( 11 '11111.,1, ic 
;, ital l~o t~i,,•,) c1(\q1 ./',q:j fil- 'lrlll>fi1f1"l'I ;,., th,; 

~?.s'nr.lt¼ <i.!.J,~/1,m,11 ui1,ci,;r 
H:>1-fteg l-lo, i _ 

14«.8-442 

'
1 

IIF SWAlLOWEO -Cail! a poison oontrol center or doctor immediately foir treatme1nt advice. . Hlave per$on sip a gla.ss of wat:er if able to swallow . 
• Do not induce vomiting unless ltold to do so by a poison control center 

or doctor. 
• Do not give anything to an unconscious persorn 

I I,FIINHALED .. Move person to fres1h air. . rf person is not breathing, call 911 or an ambulance, then give artificial 
respir:ation. preferably mouth-to-mouth, if possible. 

I . Gall a pois,cm contro11 ceniter or doctor for fort!her treatment advice. 
llflNEYIES .. Hold eye bpe:n and rinse slowl,y and gently with water for 1 S-20min, 

I " R,emove co.ntact lenses, if present, after first 5min. then continue rinsing eye. . Call a pofson contml centeror doctor for further treatment advice . 
I IFONSKl1N, 1· Take off contaminated clothing. 

CLOTHING .. Rinse skin 1immectiately with p'lenty of water for 15-20 min. . Call a poison control center or doctor for treatment advice . 

I Have the product container or label with you when calling a [Po:ison Control Gernterordoctor or 
going for treatrrent. You may also contact 901·767-2722 for emergency medic.al treatment information. 

PRECAUTIONARY ST,ATEMIENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Harmful if swallowed. Avoid breathing vapor,. Avoid contact with s1kin., eyes, or clothing. Wash 
thoroug!hly with soap and water after lhandl,ing and before eating. drinking, chewing ,gum., using tobacco. 
or us.ing the toilet. Remove and wash contaminated clothing before 11euse. · 

ENIVl!l~ONMIENITAL HAZAIRfDS: The pesticide is tox,ic to fish and ,aquatiJc organisms. Do not disc.harg,e 
e:ffil1.1ent c.ontainiing this product inito lakes, streams, JP0:nds, estuaries, o·ceans oi' other waters u,rtless in 
.accordance wrth the requirements of a Natiional !Pollutant Discharge Eilimination System (NPOES) permit 
and the permitting authority 1has been notified in writing prior to discharge. Do not dischlar.ge effluent 
eonta,in,ing this product to sewer systems without previously notifying the ,local sewage treatment plant 
au.thority. For g1uidance contact your State Water 18oard or Regiona1I Office of the EPA. 
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DIRECTIONS FOR USE 
ft ~s a vioiation ·of !Federal Law to use ~hi·s product in a manmn inconsistent with its labeling. 

Olk AND GAS 'SYSTEMS: This product is used to help control algae, bacteria .. fun:gi, archaea and other 
m icro-'organisms in waters and fluids associated with oil and g,as p'roduction. 

This product is applied in conjunction With sodium hypochlorite to form monocihloramine, an oxidizing 
microbicrcide. The products ~re adderd to dilution wate:r to achieve a minimum molar rat,io of 1.0 to 1.0. 
thlis !Pmdud to sodium lhy,pochlorite. fhiis rat~o may be obtained by combining 0.5 fluid ounces of thiis 
prodiud to 1.0 fluid 01.mee·s ·of sodium hypoclhlorite (less than or equal to '15.0% wtlwt). To ensure both 
hanollrng safefy and effectiveness. the mt>r1ochlo:rami:ne solution must be -geinerated and fed Into the 
treatment water process- through a dosed metered chem:ical feed system. Tlhe system operator must be 
trairted by a Buckma1n representative in the iJSe of the chemical feed ·system. Use bf this product 'for any 
ofher purposes ot contrary to the use directions specified below is prohibited. 
Dosage .Ra1es: Apply sufficient product and sodium hypochlorite to achieve a total chlorine residual of 
at least 1 ppm in e)(ce:ss of the system o:xid'an1 demand. Once this 1residual conce:ntration is achieved, 
treatment rate~ may be reduced 'to sub-demand rates from 50% to '80% of system demand. 

T1he produdt may be added to the system continuously or intermittently as needed to any area of the 
system where uniform mixing can be obtained. 
For 1intermitter,t treatment, mix 0.5 flUiid ounces of this product to 1.0 fluid rounce of ·sodium hypochlorit•e 
(less thatil or eq1ual to 15.0% wt/wt). Apply tlhe solution at a rate to obtain 1 to 2 ppm in ex•cess ·of the 
system oxidant demand (maximum of 4 ,ppm measured} as total chlor1ne in tlhe water being treated for 5 
to 60 minutes every 1 to 6 hours. The frequency of feeding and the duration of treatment will/ depend 
on the severity of the problem. 

For •continuous tre.atment, mix 0.5 flu1id ou1nces of this product to 1.0 fluid 01.u,e-e of sodium hypochlorite 
(less than or equa~ to 15:0% wt/wt), Apply the .solution at a rate to obtain 0.5 to 1 ppm in e:xce.ss of the 
system oxidant demand (maximum of 4 ppm measured) as total chlorine in thre ·water being trea·ted on 
a eontinuo·us basis. The frequency of feeding and the dura'tion of t reatmein t wiill depend on ~he seve rity 
of the probllem, 

Clhloira1mine levels must be monitored. lf chloramine is detected in the effluent or in wateir targeted for 
disp,osal 1i1nto .surfate waters, it must lbe neutrralized Ito levels below 2 ppb for freshwater and 3 p,pb for 
:saltwater by the addit1ion of sodium metalbisuJftte. 
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BUSAN® 1,474 Buckman 

STORAGE AND DISPOSAt 
Do tnot contaminate water, fO'od, or 1teed b:y storage or disposal. 
PESHCIDE STORNGl'i; ,Keep oontaiii'ler tightly dosed. Store 'in a dry p,lace. Leaking or damaged drums 
should be [Placed 1in overptrck drums for di~posaL Spills should be -absorbed in sawd'ust or sand and 
disposed of in a sanitary landfill, ·Keep corttainer closed When not 1i1n use. 

PiE8TICIIOE DISPOSAl: Improper disrposai of excess pesticide. spray mixture, or ri111sate is a violation ,of 
Federal law. 1f these wastes cannot be disposed of by use according ,to ,label instructions. contact your 
State !Pesticide or !Environmental Contrdl Agency, or Hazatdo11s Waste representative at ltlhe nearre,st EPA 
Regional office for guidance .. Clean equiipment andtor dispose of equ1ipment w,ash water in a manner to 
avoid contaminattion of water resournes. 

CONTAINER HANDLING: NONREFILLABLE CONTAINER. Do not reuse or refill 'th1is container. Offer for 
te'cycling,, if :avai1able. Trtple rinse container (or equivatJent) promptly after emptying. 
{cap.acity of 5 gallon·s or less) Triple rinse as follows; Empty the remaining contenls into application 
equipmernt or a mix tank and dtain for 10 ·seconds ·after the tlow begins to drip. Fill the container¼ full 
with water and recap. Shake for 10 se,conds, Pour rinsale into application ,equipment or a mix tank or 
:store ninsate for the later use or disposal, Drain for rn seconds after the flow begins to drip. Repeat th1is 
procedure two more times,, 
{capac1ty ,of greaterr than 5 gallons) Triple rinse as follows: Em:pty the remaining oontents into applicatio111 
equipment ,or a mix tan!k. Fill the container¼ full with water. Rie~ace and tighten closures. Tip cornta1iner 
on its s1ide and roll ut back and fotrth, ensUJdng ,at lerast one complete revolution, for 30 seconds. Stand the 
container on i'ts end and tip it back :and forth seve:ral times. Empty 'the rinsate into a:pp.lication equ1ipment 
,or a mix t~mk or store rinsate for latet use of disposal. !Repeat this procedure two more times. 

(arl'I) Then o'ffer for recycling 1if ·available or reconditioning, if appropriate, or p:uncture and diispose of in a 
sanitary landfil'I, or, if allowed by state a1nd locaI1 authorities by burning. If burned, stay out of smoke. If 
metal container. do not puncture or bum. 

CONl'TAINER HANl1DLING: REFIILLABLE CONTAIINl=R. Re'fill this contaIiner with pesticide only. Do not 
reruse tlhis containerfo1r any dther purpose. Cleaning the t:o:nta1iner be:fore final disposal is the respo:nsibility 
of the person disposing of the corntaine.r. Cleaning before refilling is ~he rresponsibility of the reflller. 
(capacity of greater than 55 ga~lons) To clean the container prior to refilling or disposal, use a pressure 
wash as fol:lows: Empty the remaining contents into application equipment or a mix tank. Use ;a [pressure 
wash system lhat rinses all interior :sides with water and that is rated at >40 psi and >120°F. Pressure 
wash the container for a length of time that ,ensures that a minimum .25'% of the container volume of water 
is used. During tihe pressure wash. ernsm~ that the container valve is left open for continuous draining, 
Colle'ct the rin:sate a.nd empty in.to application equijpment or a mix tank or store rinsate for latert use or 
disposal. Allow container to drain for 10 minutes after pr:essu1r.e wash is completed. 

(capacity of 55 gallons or 1ess) To clean the container prior to r,etiilling or disposal, use a triple rrinse wash 
as follows: Empty fihe remaining contents from this container into application equipment or a mix taink. Fill 
the container ,about 10 percent full with water. Agritate vigorously, !Pour or pump rinsate 1into :appli.cation 
,equipment or a mix ·tank or store rin:sate for later use or disposal Repeat this rirnsing procedure two 
more times" 

3 
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BUSAN® 1474 

Manufactured by: 

Buckman Laboratories, Inc. 
1256 N. McLean Blvd .. Memphis, Tennessee 38108, U.S.A. 

(901) 278-0330 or 1-800-282-5626 

D EPA Est. No. 1448-TN-1 □ EPA Est. No. 1448-MO-1 
EPA Reg. No. 1448-XYZ 

Product Weight: 9.59 lbs/gal 1.15 kg/L 
NETCONTENTSMARKEDONCONTAINER 

HMIS/NPCA RA TING 
Health 1 Flammability 1 Reactivity 0 

Buckman 

Revised: 0 7/07/15 

4 

8 



l.!JN1ITEO STATE$ ENVIRONMIENi AL PROi ECT~OiN AGENCY 
WASHINGTON. D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PRE'VE"NTION 

June 26> 20 15 

Mr. Carl Watson. Pf LD. 
Buckman Laboratories. Inl~. 
t256 N. IVlcLean Blvd 
°[Vfemphi'S. TN 38J08 

SU BJECT: EPA Registration SymholJ: 1448-UUE 
Applications Dated: September 30, 20 I 4 
Receipt Dt1tcs: Octc,!ber I, 2014 

Dear Mr. Watson: 

Our records indicate that lhe decision review iper,iod for EPA to miikc a determim1.tion 
regrmling the above referenced application ends on July 29. 20 I 5 as pursuant to the Pesticide 
Regisitratio·n !improvement Act {PRlA) . The application has been deter,nined , pursuant l o 40 
CFR 152.105. not to be sufficiently C<>mplete to process; therefore, the application is considered 
dcfider1t. Y o·ur options under 40 CFR 152.105 and section 33 of fl FRA are addressed 
separa1eily because each involves a different timefrnme and .set or options for responding to this 
letter. Please ensure that you consider each of the sections below in deter.mining how and when 
you respond to this letter. 

40 Cf'R 152 . t 05: 

Pursuant to 40 CFR .152. l 05, you are allowed 75 days from the date of this i!etter to 
provide a response concerning the deficiencies l.iste-d in this letter. Your response may incluch: 
making corrections to complete the application, or notifying the Agency of the date on which 
you -expt}ct fo complete the app1lication. or "\<\!'ithdrawirng your application. If you do not res1pond 
to this .letter within 75 days or if you respond with n date on which you expect to complete the 
aJpphc::ition but ffliJ to n1ee{ that schedu led date, the Agency win treat the application as if you 
hnd withdrawn it. 

Address tlvc folfowing -defic.icncies for: 

I. Pmduct Chemistry Review ( dated June 23. 20 t 5) 
2. R!isk Assessment Science Support Branch R,ev,iew dat,ed {May 6, 201 5) 
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FlFRA Section 33/PRIA: 

This application is also subject to a deadline for making a determination on the 
appl ication under FlfRA Section 33, Pesticide Registration Service Fees. established under 
PRIA. The time frame for the Agency to make a dc1cm1ination on this application ends or 
July 29, 2015. Because the dead line for the agency 10 make a detennination on this application 
expires before the end of the 7 5 days you have to respond to the deficiencies noted above. yo u 
have the following three options: 

I. Withdraw the application. Altemalively, you may notify us not later that 
July 7, 20 I 5 that you are withdrawing your application. As noted above, 
withdrawal eondudcs the Agency's review of your application: however, you may 
resubmit your application after the deficiencies have been addressed. Should you 
choose 10 resubmit your application. it would be subject to a new deadline for maki ng 
a determination on your application and a new registration service fee. 

2. Not respond. If the Agency does not hear from you July 7, 2015, the Agency in 
meeting its obligations under section 33/PRIA may issue a determination to not grant 
your application, While a determination to not grant an application would allow EPA 
to have met its obl igation under section 33 of FIFRA to issue a determination by a 
specified date. this determination is neither a denial of the application pursuant to 
section 3( c )( 6) of Fl FR.A or a withdrawal of the application. Thus. the Agency wi II 
continue to diligently work on any such application as long as EPA receives a 
response to a deficiency not ice within the 75 days described ahove. 

Please responJ to this letter by July?, 201 5, by contacting D rusi Ila CopelanJ by 
telephone. (703) 308-6224. or by e•mail at copcland.drusilla@epa.gov or John Hebert hy 
telephone at (703) 308·6249 or by c•mail at hchcr1.john(t1\.:pa.gov with a response and for any 
questions concerning this letter. When submining infom1ation or data in response to this letter. 
a copy of this leuer should accompany the submission to facilitate processing. 

Sincerely. 

Velma Noble 
Product Manager 31 
Regulatory Management Branch I 
Antimicrobials Division (75 IOP) 
Office of Pesticide Programs 

Attachment: Product Chemistry Review dated 5/6/2015 and Risk Assessment Science Support 
Hranch Review 6/23/2015 
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UNITE.if) S'fAT~S ENVlnONMl:N'T AL l>RO"fECTION AGJENC\" 
WASHINGTON, D.C. 204160 

~ .. E· riA fr-~~~~.;~~~1,r•cl~•tt,~,, Office of Pesticide Programs 
,, ~ "gn~ . · r 

A1l'timicrobials Oh•risiun (AD) 

June 23, 2015 

EPA Reg#: l lM8-UlJE OP Barcode: 423831 
Submission #: 958589 

Product name: Busan 1474 Rogistrant: Buckman Laboratories, Inc. 
ReY1cwer'!i name: J uar1 F. Negr6n AD/PSB/CTT- Product Chemistry Reviewer 
Agency due date: 07 /29115 PSl-3 received date: 11 /14/2014 
CTT received date: I I /l 7 /20 I 4 Science teceivcd date: 11 /l 8/2014 

Formulation type: EUP Pesticide classification: Disinfoctan1 
Integrated system: [] Non-intcgratt:<l system: r x 1 I Food use: [] I Non food ruse: 
Action Code: A480 Date ComQ!_eted: 06/09/2015 

PC CAS #(s) 
Code(,s) ' 
005302 7664-41-7 
Molecule structure ( optional): 

Comments: 
Approver: 

rt .f 
Kare-n P. I licks 

Active Ingredient Names 

Ammonium 

Approved date: 06/23/20 l 5 

' 

[x] 

%wt 
(label) 
7.59 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHlNGTON, O.C. 20460 

n ER~ Umle':! $~tt~ ott· f p t ' 'd p ............ ::i:l"ir.-nm<-~:&lflrt::Loct!:'1 tee Q, es ICI e rograms 
,.. .~r.~~ 

Antimicrobials Div isio·n (AD) 

June 23, 20 15 
MEMORANDUM 

Subject: 

From: 

Thru: 

To: 

APPLICANT: 
Action code: 

Product Chemistry Review for EPA Reg # 1448- lJUE 
Product Nam e: Busan 1474 
DP Barcode: 42383 t 

Juan F. Negron, Chemist 
Product Science Branch, CT T earn 
Antimicrobials Di vision (75 1 OP) 

Karen P. 1-Itcks. CT Team Leader 
Product Science: Branch 
Antimicrobials Division (75 !OP) 

Velma Noble / Drusilla Copeland 
PM Team 31 

Buckman Laboratories. Inc. 
A480 

Due date: 07/29/15 

Product Formulation 
Active lngredicnt from label: 

0
/11 hy wt. 

Ammonium ... .. .. .. ... ... . .. ... ..... 7.59 
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The registrant, Buckman Laboratories, Inc., is sulbmiu.ing an application for un cttd-use 
produ<.:t '"'Busan 1474" as an-integrated system non-food use. The registrant submitted a me-too, 
EPA Reg# 3008-89, application. The T>roducl Chemistry Reviewer has n.wiewed the folilowing 
docutnents: 

• Confidential Statements of Formula (CSFs), dated I 0/0812014. & 06/J I /?.O 15, for the basic 
formulation, & an alternate formulations. 

• A draft label, pin punched on I 0/1 1/2014. 
• A letter, undated {st:c t~suh # 7204 ). 
• T~ansmittal document duted 01/28/2015, MRlD # 49394400. 
" Application for pesticide registration. duted 01 /21/2015. 
• formulator's Exemption Statement, daied O l / 14/2015. 
• CerfrficaNon with resp~ct to dtatio.h of data, dated O 1/23/2015. 
• Summary of the Physical/Che.m.k,a.l properti~s. dated 07/2014. 
• Data matrix, dated 01128/2015. 
• A study titled ·'Product CherrHstry for BUSAN 1215 Product Identity, Composition and 

Analysis" dated 12/21/2004, .MRID # 46435 ff 02 . 
• A study tided "·Prod·uct Chemistry for BUSAN 1215 Physical J Chemica1) Properties" dt1ted 

12/2:0/2004. NJRID # 46470002. 
• A study titled "Storage Stability and Corrosion Ch:ariK:teristics" dated 06/}0/2005 MRJD # 

46586501. 

FlNDJNGS: 

I. The CSFs, dated I 0/08/2014, for the basic formu.Jalion, & ~n alternate formulalion are 
obsolete. The CSFs consisted of: The basic formulation (one page) and an alternate 
formulaiion that •consisted oftwo pages. The alternate formulation is a Jpre-reaclion. 

2. The CSF, dated 06/1 l /20 I 5, for the basic fom1ulatiori is revised. 

3. The CSF and the lilbe.1 have the sa-me nomin.al cC>i1Centrntlon for the active ingredient {Al). 

4. The product is a re-pack fron:i lhe EPA Reg# 1448-432. BCMW. The norninlll concentration 
as per 1Jabel shO'ws 7.59% for the active ingredient {Al). The nominal concentration for the 
proposed new ,product is also 7.59% 'aS per l,abcl for the Al. 

5. Since the me~too product, EPA Reg# 1448~432, ~CMW, is from the same proposed new 
product company, the 830 Groups (A & B) have beeri cited using the MRI\D #s sho\VJ1 i11 

table below. 

6. The storage stability and corrosion characler,istic studies are \•Vaived since it is a me-itoo 
application. Nevertheless, the rcg.istrant provided the study that included the storage s•tability 
and corrosion characteristic. 

7. The pre-reaction shows certified limits. 

"448-UUE DPII 423831 Page 3 of10 
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8. The registrant conducted a s-torage stability alid corrosion characteristic study. and the results 
are as follows: 

Study titled "Storage Stability and Com">S,ion Charactcrislits'" dated 
06/30/2005 MRiD # 46586501. 

%Ammonia I ~ 

Replirn'te # % Nitrogen % Average 

'1nitial_ t•ime period(%± 0.03) 
6 6.25 I 7.58 
7 6.25 7.58 7.6 
'8 I 6.29 7.63 

3 Month(% ± 0.03) 
I l 6.26 7.60 

") 6.30 7.65 7.6 ., 
I 6.29 7.63 _, 

6 Month(%± 0.04) 
I I 6.14 II 7.45 

7.5 2 6.1 '9 7.51 
9 Month(% ± 0.02) 

I 6.17 7.49 
7.5 2 6.20 7.52 

I 
12 Month (% ± 0.04) 

I 6.23 I 7.56 
2 6.18 7.50 

/.) 

Meets the EPA Standa:rd Certified Limits. Corrosi-on Characteristic 
guideline: No physical changes were observed over the test period. 

A 5;to:age s t~bility lest was ci1rr!ed out in an opaq1.1e High D~nsity PolyetJ1ylene (HOPE) 
container . .F-out ·.sub-sampJes ot the test substance were put into sto-rage for one year 
following iuitfaJ -charactctizaition ofilie active. Pe.rcent active ingredienl '\Vas dete.n-nined 
u.sing disti11.ation and titration. One sample was a:nalyz,ed for the active ingredient at 0, 3. 6; 9, 
and J 2 months, Linear rcg,ression:. precision and accHracy were performed to ensure method 
perfbrmanc·e. At initi,t~ti•on and at the end of each stora~e phas·e. the plly:sical a(_)pearan<;.e o( 
the product and co:ntamer was observed and recorded. fhe test substance was 1.n conrnct ,,v1t.h 
the container throughout the sto.rage period. 

9. The .830 Groups (A & B) guidelines have been met. 

CONCLUSIONS: 

The CSF. dated 06/ 11 /2·0 I 5, for the bask formulation is acceptable and superseded previous 
CSFs. The regist:r:anit is not •changing the proposed new product frlrmulation. The 830 Groups (A & 
B) gui<le'lines have been met. 

I •148-UUE DP# <123831 Page 4 of JO 
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PRODUCT CHEMISTRY REVIEW 

I. CONFJDEN"flAL ST ATBME'.Nl OF FORMULA 

a. Type of formuJ,ation and :source registration: 

• Nern-integrated formulation system 

·• Art &ll l'GAls 1a1scd registered'? 

·• h1tcgrated formulation system 

fl 

Yes [xJ No[] 

[xl 

• If ••ME-TOO," specify EPA Rog. No. of existing product: 3008-89 

b. Clearance of inerts for non-food: 
Y·cs [x] No[] 

c. Physica1J state of product: Liquid 

d. The chernical IDs and analytical infonnution •(including that for the TGAls), density, JPl I, 
tl'nd tlammability airc cons.~sletit with that given in 830 Series., Group B. 

Yes[) No lXJ 

e. The NCs and CLs -are acceptable. Yes fXI No lJ 

f. Active ingredients NC LCL UC!L 
(%_) (%) (%) 

J\m.mon.iun1 .......................... 7.59 7.21 7.97 

g. For products produced by an integrated formulati<Yn system: 

• Do i'.!I I impurit,ies of toxicological significance have a UCL? 
Yes [ ] No [ ] Not applicable [X] 

• Have all impurities of~ 0.1 % in the product been identified? 
Yes l ] No [ l Not applicable [XJ 

,1 ~~8-UIJE Dl'I/ t12383 I Page 5 of W 
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II PRODUCT LABEL 

a. The active ingredient(s) sfo1eme.nt {chemical 1JDs and NC) is consistent with t'.he 
CONFfDENTrAL STATEMENT OP FORMULA. Yes [XJ Nol] 

b. The formula cc:¥ntains tmt: of the following: 

• .t 0% oi- more of a petrolcurn dbtiUattl: 
·• 1.0% or mote Mmcthyl alcohol: 
• sodium nitrite at any level: 
• a toxic List t inen at any lev•el: 
• arsenic in nny form: 

Yes [ ] 
Yes ( ) 
Yes [ l 
Yes [ ] 
Yes [ l 

No [X] 

No fX] 
No [XJ 
No fXJ 
No 1[X] 

c. If "yes'" to any of the ab(lvc, doe.s the inert ingredients statement con ta.in a footnote 
indicating this? Yes [ .] No I ] Not appHcable fXl 

d. Appropriate warning statement(s) regarding llarrtrnability or explosive characteristics of 
the product are listed o.n the lahd. 

Yes [ ] No [ .] Not applicable [Xl 

e. The storage and disposal instructions .tbr the pcstic.ide conrniner arn ~n compliance with 
PR Notice 84· 1 for house.hold us-e products or PR Notice 83; 3 for all other uses. 

Yes fl No [J 

f. The product requires ari expiration date al "vhich time the NC foils below the LCL 
Yes[] No[] 

1-148-lHJE D.P!i42)83'1 Pagc:6ofl0 
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fable A: 
Product Chcm.istry (Series 830~ Group A) 

Dah1 R,eq·uh-enicn'f.s Acct,pt-ance ,of lnfoifm;1<1l011 MRIO 
I No. 

A 

I 
830.1550 Product Identity This c&m,e from the ptoduct, Busn11 1215. 46435102 

Sec data matrix, dated 09/29/20 '14 (repack) 
A 

-830.1600 Dcsc.ifiption of Materials This came from the product, iBusan 1215. 46435102 
See data matrix, dated 09/29/2014 (re1pack) 

830.1620 Production Process [Nm re,1uiredfor end -use products..f 
A 

830.1650 Formulation Proc-ess This c·nmc fro.m the produ(;t. Busan 1215. 46435102 
- See data marrix, dated 09/29/20 ~4 (repack) 

83'0.1670 1formation of impurities (Nor tequired for end -use products, 7 
830.1700 Preliminary Analysis {NOi reqz.firedfor end -use products.] 

A 
830.1750 Certified Limits This Ctir'.11.e from the product, Busa11 1215. 46435102 

Sec data matrix, dated 09/29/2014 ( repack) 
A 

83,0.1800 Enforcemer1t Analytical "Free Ammonia and .Ammonium Ion by 
Distillation and Titration." 46435102 Method 
This came from the product, Busan 1215 . 

830. 1900 Submittal of Samples 
See data matrix, dated 09/29/20 I 4 ( repack) 

A Vili1able upon request. 
-· -- ~ ... -. .. - ' .. . , .. fo.: plannt1·on; :'\- .ac<.•.:phtblc: N=rmt fM:cptablc (UL 11cm W{lS subm1ttod but,~ not 111;ccp1ablc). NA- tcdum:ally not apphcabk, 

NR= not rcquin:d: G=dt1ta •gap (i,c,, item wa,s not sub.milled IHit is r~quirc,l}: lJ=r.:quires upgrading ( i c,, item i~ unaccc1,1abk but 
upgradeable:): W=waivt:d: 'f=lWA c:.stimutc 

1•148-UUE DI'// 423831 Pngc 7 of 10 
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Tab'leR: 
rihy.sical and C hcmical Characteristics (Series 830. Group B) 

Physical/Cbetnical Accc1ptance Vahit or QuaHladvc .Des'cr:iptiun MRlD 
Proncrtfos * ofData No. 

/Nol requiredj,1r end ~use produots,J 
J-lowev(jr the study reveals that the h.ist 

830.6302 C()lor A substtmce is denr. colorless. This eai11e fmm. 46470002 
the ptod'ud. Busan 1215. See data matrix. 

dated 09/29/2014 (,repack) 

830:6303 Physical Liquid 

Stare A This came from the product, Busan 12 l 5. Sec 46470002 
I 

data malrii-:f dated 09/29/2014 (repack) 
(!"Vol r"i.1q'tliriJi(fc,r &nd -use pti)dt,ct.s.] 

However. the study reveals thut the odor is 
830.6304 Odor NR ammonjacal. 4,6470002 

This ct1me from the product. Busan J 21 S. Sec 
data matrix, dat1cd 09/29/'-0 I 4 (repack) 

830.6313 Stnhili,ty 
,to Normal and 

[Nol re,quiredfo,· end -use pmducts.] 
I 

Elevated 
Temperatures, NR Howeve,r, the regislra:nt has indicated that the 46470002 

Metals. a.nd Metal product is s t.able @ 50 °C for 28 days. 

fons 

1-148-UUE DP# 423831 Page 8 of IO 
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Physical/Chcmfoa:I Acceptance I 
MRIO I Valm; m· Qualitative Dcst,dption Properties* of Data No. 

Weak oxidizer/reducer. The uqueous ammonia 
[NH3(aq)]. ammonium ion (NH/). an.d !iUlfate 
ion (S04 - ) thml comprise BCMW nl1J htive very 
weak oxidizing or reducing pro!po.rties. Neither 

I aqueous un1.mo11~a 11or ammo:n'iutf1 ion can be 
further Buckman Li1borat.o,ries International. 
lnc. BUSAN 1215., 'Series63 
8 reduced; Aqueous ammonia can be attacked 
by strong ox.idfai:ng agents, as demon'strated by I 

its conversion to nitrogen g:as by excess sodium 

830.6314 hypooh\oritc. However, it is not ,easily oxiclizecl; 

Oxidation/ as suggested by its relatively low oxidation 

Reduction; A 
potencial: 

46470002 
Chemical 2NHJ(aq) ~ N2(g) + 61-l+- + 6c· EO o, = +0.092 

Inc<)mpatibility V VS. NHE 
Higher. more positive oxidation potentials 
would indicate that a substance is more Tcadily 
oxidized; or, in other words, it \'vould be n 

I 

stronger reducing. agent. For t:xample. compare 
the oxida,tion poten,tial shown above with that I 

ora substance known to be a strong reducing 
agent (sulfite ion in alkaline solution): 
so.~+ 20ff "-'SO."'+ 2e· + H,o EO 
0. = +0,936 V vs. NHE 
Hence, amrnon,ia would be considered tn be a 
weak reducing agent at best. 

830.631.5 
Flammability/ A > 200° F ( closed cup). 46470002 

Flame Extension 
830.6316 

A Explodahility Not applicable, inorganic sail solution. 46470002 
830.6317 Storage 

A See finding #6. 4658650'1 Stability 
This 1product is a dilute aqueous ammonia 

830.6319 
A 

sollution formed from water dilution of 
46470002 MiscibiHty amrnoniu111 sulfate. As an aqueous solution it is 

miscible in ,vater. 
Corrosive to yellow metals such as bronze. Not 
recommended containers made from Acetal, 

830.6320 Corrosion 
;\ natural rubbe-r. po~ycarhonate, poilyurethane and 46470002, 

Characteristics viton. Softening, loss of streri1&'1h, swelling may 46586501 
occur in materials made of LDPE. Minot effocts 
on PVC. See finding #6. I 

1448-lJiUE DJ'# <t23.83 l l':agc 9 of JO 
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I 

Physical/Chemical Acceptance 
Va!)Ut r,.t Qm1Utativ,e Ocscription MRII) 

Prooenies"' of Data No. 
810.6321 Dielectric Not applicable. This product is an inorganic sail 

Brcakdu\•m Voltage A solution, not intended for use around electrica,J 46470002 
equipment. 

830.1000 pH A 9.26 ± 0.3 @ 25 °C 46470002 
830.7050 

UV/Visible NR [Not required.for end -use products.} 
Absoi:pt~on 

3.5 ± 0. 1 cps at 25 °c 

'iOO. 7100 Viscosity Method - The product viscosity was determined A 
wilh a Brookfield viscometer using a spindle # I 46470002 

al 60 rom. sample temp 25°C. 
830, 7200 Mehing {Not ruqui;·&dfor m£1>11{/acturi11g -use 

Point/Melting NR producis.J 
Range 

830.7220 Boiling 
{Not rilquinulfor end -us,1 pr(Jducts.} Point/Boiling NR 46470002 

Range Ho'llvevtr it has been reported as I 00.3 °C 

,830.7300 
Density/Relative 

A 1.15 g/cm3 at 25 °C 46470002 Densi ty/Bu.lk 
Density 

830.7370 
{Not r(!qui;·{!djin- end -use product.,;.} D.lssociatio,n NR 4·6470002 

Constants in Water (ammonia) Pka 9.25 at 25 °C. 

830. 7520 Particle 
NR [Not required.for end -use products.] Size 

83tl 7 5 50/83'0. 7560/ 
f Nor required.for end -use products.} 830. 7570 Partition NR 

Coefficient 
830. 7840/83'0. 7860 

NR fll/01 required.for end -use products.] 
Water Solubiaity 
830.7950 Vapor 

[Not requiredfor end =use products.] Pressure NR 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicabilc~ NR= not rcqmrcd; 
G=data g;sp. 

1448-lll\E DP~-123831 f>ageto~,flO 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C, 20460 

OF1FICI= OF 
CHEMICAL SAFETY AN'D 

POLt.UilON PREVI'=NTION 

February 4. 20 I 5 

ME1MORANDUtvt 

SUBJECT: A,cute Toxicity Review for EPA Reg. No.: 144&-UUE 
DP Barcode: 0423833 

FROM: 

TI-IRU : 

Chris Jiang. Chemist 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Divisio!) (751 OP) 

Karen Hicks, lean1 Leader 
Chemistry and Toxicology Tcnm 
Product Science! Branch 
Anlimicrob.ials Division (751 OP) 

TO: V clma Nob.le PM 31 /Drns'illa Copeland 
Regulatory Mamigeh1en4 Bt'anch I 
Antimkrobials Division (751 OP} 

Applicant: Buckman Laboratories Inc_ 

FORMULATION FROM LABEL: 
Atth1e ~ngredient(s): 
Ammonia ttotal)J 

Jnert lngrcdient(s): 
Total: 

7.59% 
92.41 % 
100.00%1 
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BACKGROUND: The registrant has subm it1ed an acute toxicity package for 1he 
registration of this non-integrated end-use produc t. The package includes a cover letter, a 
la bel that is pinpunched I 0/ 1 /14, a Confidentia l Statement or Formula (CSF) for the bas ic 
fo rm ulation. and a review for 1448-432 ( 1448-UGE) done under 0 313223. 

P'INDINGS: 

Th t l e curren acu e OXI CJ 1 pro I e or ~ eg1stra ion fil fi EPA R . 0 . - 1s: N 1448 UUE . 

Study MRID Number Toxicity Status 
Category 

Acute Oral Toxicity 46435108 IV Cited 

Acute Dermal Toxicity 46435109 IV Cited 

Acute Inhalation Toxicity 4643511 0 IV Ci ted 

Acute Eye Irritation 4643511 0 IV Ci ted 

Acute Dermal Irritati on 46435111 IV Cited 

Dermal Sensitization 4643511 2 Nonsensitizer Cited 

LABELING 

I . No labeling is requ ired for th is product. but the precautionary statements a nd the 
the fi rst aid statements are acceptable. 

22 



UN:1r;1D ·SfAiiES eNVl'ROINMeNTAl f'~Of~CTION A1GEINCY 
WASHlt-:IGTON. 0 C 2'0460 

0.J:'ICE OF Cl'IEMlCAL SAl'ETY 
AND POLLUTION Pl'!EVENTIO~ 

MEMORANDUM 
May 6. 2015 

SolbJcc,t: Humo:n Meulth and Ecological Risk Assess1nent of the Proposed IRcgistratioJil o f a 
New Entl-Use-P.roduct as !JUSAN"' 1./i-l EUP Containk1g Ammonia Active 
lngredlent to Produce Mronochlo'ma'mh1c for Oil ar1d Gas Production 
System 

. 

PC Cod~Js): 00560 I DP 8arcod!:(s)/No(s): 425553 
[' Decision No.: 95,8589 ReJ;is'tration Nl.1mbcr {st 1448-UUE 

Petition No(.s).: NA Rcgul.ato'l'.V Aclion: PRlA3 
Ris k Assess iy,pe: Sinufo Chemic,al Case N o·(s): NA 
TXRNo.:NA CAS No'(s): 778_3~2,0~2 

I MRlD rNo(s).: NA ~0CFR: NA 
/ J 

From: Jenny J Tac). Toxicologist rfo~ 

Tb.ru: 

To: 

Nathan Mottl. Biologist A/~ ··;--; .JJ . . ~ 
James Breithaupt. Agronomist -~ ~-
Wilfaim Erickson. Biolo,gist 11J l,,.., .• ,.l-------
Risk Assessmcrn Science Sop;port Branch (R.A.SSB) 
Arnimiicrobfals Division {AD) (75 IOP) ~ 

Timothy L.cightm1. Ser;io. r Sdentist. T,~ca ·~ Leader~ ✓tr ·~ 
Laura Parsons. Assoc:ilitc Brand1 Ohre .· •L.-tr- ifv-+:c..~ 
Steven Weiss. 13rnnt h Chief . :.;,c.\ •r. (,.~,;_·,__;,-...,. 
Risk Assessmi:nt Science Support l)nmch ( RASS'f~) 
An'timicrob;ials Division ,(AD) {751 OP) 

Drusilla Copeland. 'Product Reviewer 
\/c'\ma Nobk. Prntluct Manager. T\'!am 3 \ 
John Hebert. Branch Chief 
Regulatory Management Branch I 
Anifimicrobials Division (75IOP) 

The Agency has conducted a human 'foealtl~ and •ccolo:gic:al risk assessment for the pmpos·ecl 
rcgis1trat'ion of ammornia as an active ingrcdic,ii to produce monO'chlor.iminc to be u.sed in the oil 
and gas prod wet ion system. As discusse<l (m the followin,g ,pag,es. there a1re uo risks of ,concern for 
eithe,r ammonia or rnonochloroami11c. 
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·rhe regis'irant. '13.uckrmrn Laborato1'ics. Inc .. subm~llcd an application for a 11ew end-use product 
(l:UP). BUSiJN.._, I ./7./ £UP. containing 7.59% ()f' the amino11la nc,tiv:e i,,arcd'i'ern (a.i..). 
According to the submitted propo'Sed l;bcl. !JUSAN" 1-17-1 EUP is applied in conjunction ,vi'th 
1mcfrum hypochloritc to for~n mDllDthlorami-ne. an oxidizing. micrn!hiocide. to help control algae. 
baeterfo. fongi, arcmaea. and other microorganisms i,lil wmers used it1 oil and gas production. ~uch 
as drilling. stimu~atiron. hydrau:Hc fract,uring. prod,uction, and cJisposa'I operations. The new 
produc1 Is added. by the Buckman~t:rained .sy1stern opetato-r. to diilutio'fi 1,\,tif:~r 'to achic•ve ti 
min1imum molar ratio of I part BUSAN~ J.J7.J EUP to l pnrt ~odium hypoclilorite. usir)g n clc)sctl 
metered chemi,c;a~ foe-d system. to achieve a res•i'du.1.1 ,concentration of at lca~l I part per million 
(ppm) in ex:ctiS'li or the svste:m o:ddnm demand. Trc;1tmcnt rates mav be reduced 50-8t)% 01 
sy~tem oxid::im de1rl'an<l: using either conti(tuous or i:ntenniltenl applic1tt1on t ("} achieve ur1ifo:r,,n 
mixing. 011cc the •minimum ~ ppm re'l\idual co1lcetutati(ln is achieved. 

HlJMAN HEAL 'tft HA:Z.ARD CHAR.ACTERllA UON 

Acute roxicit\· 

The regisrranCs .. cited-air' acu1,e m:\iicity studies indkate<l ltmt ammonia is oflow V.Ctite toxicity 
for all routes {i.e. Toxicity CategMy IV) bused llti LD~o of> 5000 mg/kg in ruis furc)ral and 
dermal toxicity and LCso of~ 2.08 mg/t (4-hour) in r.us fur i11halation mxicity. It is minima11y 
irtitatir:tg lo the ~yes and sli~htly irritnting to the skit, (Tox.icity Ct11<eg(1ry IV for iloth) b::fsed ,m 
the primary eye and dermal irritation studies: both \vcl'e conducted in ra'bbits. Ammoi1in is not a 
dermal .scnsiti:r.cr ba,sc<:l on tile derma,J seositization !.tudy in guinea piss. 

Subehronic arid Chronic Toxicitv. Cnrcitlogcnicitx. and Mut_ueenicitv 

Ammonia poses low om.I tt)Xicity at dose level of ttp to ~()OO rng/kg/day in rats. Thctc , .. ·ere no 
changes <>bseNcd 1n ihe bod:y weights. organ weighis. hematological. scrum biochemical. o r 
histopathological examinati<ms that conttihuted to ammon,io. toxkity. Tlher,c were no effects on 
artednl bl:clod gases and no obse,rvati(])n of!histopachological changes in the lower respiratory tracl 
in a '14-day inhalali<)n study in r,ats . .Body weights ur the test .inimals wen: unaffected as well. 
lhcrc ure no dermal :studies avu'ila•ble for am1no•11iu .. 

·nacre were no lil1atemat mortality or 110 ,1rcatmem-,relatcd signs of clinical toxicity observed: 
developmental parameters were not arfecteu iin t:its nor lin mice. via oral exposure route (gavagt:: 
or in drinking waler). 

Significant increases in -absolute 1md relative kidhey weights and relative liver weight were nowd 
in males (all p<IQ.05) a11d fomales (absoliute kidney weig,ht on,ly: p<O.O I) in rats at the high dose 
in a dietary chrm,ic study. lbu1 no effects w,cre found on survival ,ra11e. ,hody weights. food 
C<)tis'l!llnptinns, hcmatologicaL serum biochemistry or histdlngical parmnetQrS ,at any dose levels 
tested. Arnmonia wa-s found to he n<mrmnagcnic and ·was nt)l curcinogci1k ,li1 .t dietary study in 
rats. 

2 
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There arc no metabolism studies for arnmonia. Absorbed ammonia is transported to the liver and 
then metabolized to urea and excreted via the kidneys. Ammonia is ulso an endogenous 
substance that serves n major role in the inaintcnancc of the acid-base balance. 

Mmwd1/ort1mi11e 

The developmental and reproductive toxicity ofmonochloramine has been examined in rdts, but 
with suboptimal stud ies. However, due to the chcmic.:al relationship between monochloramine 
and ch lorine. the Agency believes that the reproductive and developmental studies for ch lorine 
may ,llso be used to character the hazard of monochl t1rnmine. 

There were no statistical differences in fertility. viability. litter size. day of eye opening or 
avc:ragc Jay of vaginal patency between control and test animals in a reproductive study (by 
gavugc) of chloramincs in rats (MRID 48865602). There were also no alterations in sperm 
coun\. dirccl progressive sperm movement. percent mobility or sperm morphology in adult 
males. Weights of male and female reproductive organs were not significantly d iffcrc:-nt among 
C()ntrol and test groups. and there were no significant morbid anatomic changes evident on tissue 
examination. No signs oftoxieity. changes in blooJ counts, or effects on body weight were 
observed in adult rats or eit her sex at any dose level. The me.in weight or the pups wos not 
affected by chlor:lmincs treatment. Auditionally, no maternal of dcYelopmental cffc~t:i were 
observed in a drinking water study of monochlornm ine i11 rats (MR ID 4886560 I ). 

The long-term effects of diloram inmccJ water were examined in both rats and mice in a Natiorrnl 
Toxicology Program study (NTP. 1992). In both species. then: were no statistically significant 
lincJing.:-, .a11ribuiub lc 10 chcmicul exposun: a11hc highest close 1cstco. The no-obscrvcll-a<.Jversc­
cffcct -kvcl (NOAEL) in rats was chosen as the basis for the chronic oral reference dose (RfD) 
by U.S. EPA (US EPA 2005). 

Mom1chloraminl! is not rnutagenic. Although a marginal increase in mononuclear ce ll 
leukemia was observed in female f-344/N rats in a two-year bioassay. monochloram ine is not 
classiliab lc as to human carcinogenicity (Group D) based on inadequotc human data and 
equivocal evidence of carcinogenicity from animal bioassays . 

BUMAN EXPOSURE AND RISK ASSESSMENT 

On:upational Exposures 

fJUSrlt\'"' l./7.J EUP which contains ammonium is intcnucd 10 be used in conjunc1 ion with 
sodium h) poch lorite in nrnkeup. n:cyd!.!d. ffowback. injection. an<l pnxh,ced fluid watl'rs 
~1ssocia1c<l for oil and gas production (i.e .. drilling. stimulation. hydrau lic fracturing. productinn. 
and disposal opcnilions). The prorose<l labcl restricts application 10 automated closed mctcn:c.l 
<.klivcry systems. Automated closed mixing and loading systems protect occupational workers 
from Jenna) and inhalation exposures. /\s a n:sult. occupntional handler exposures arc expected 
to be minimal and a quantitative occupational handler risk asscssmc1\I is not neccssnry. 

IJUSANlJ J./7./ EUI' when combined with sodium hypochloritc and introduced into the oil/gas 
well waters creates d iluted aqueous monochloraminc (MCA). The reaction could rotentially 
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produce trichlorami't1c. which i~ more ,·l)lmifo. f-Jowcvcir. the l~1hcl spccili-cx that the brc:ikcfown 
(l'rodUcls •should be monitotcd nnd cmrmoUccl. Bas,ud nn the spccii1c label d ircl!l,iu1rs tlwt monitor 
:mcJ 1Ct)ntrol hrcakuown products:. dilute nppliicn.tioni-. and tthc fonitcd worker L'ont..:n:t to the trcalcd 
w·:1tcr l1sec:l .fit)r 1i)i I and :gas opcr:u ions. (.i~nmcdk,te injc1.: titi}1 or the tr~fitcd w-.11cr i,1116 pipes llmt go 
dnw11 inso tho ibflrcholc of the wcJI). ,pos1 ~npplica1ion cx,posLires for o'il/gas :i1Sit~ tiN: cxpct:tcd to 
be rninimal and a t1tia11titative ticcupational j>ost-nppljcatio11 risk 11sscsi>mt.1H \vas nM necessary. 

No 'J-tsidcnt:ial exposme sccnuriM ttrc a5sociatelli with the pro,posed uses of am1no11ium. 

Dictarv and Drinkinu,_\Va~cr Exnosurc& 

No c11'ii1ki11g water frsk!i are expccced frnm the ,,ro·po~,~d uses of ammonia. EPA ha,~ established~ 
m'i1Xinmm reshiJtial dishifecuint level (MRDI.) or 4.0 -pplll for chlorh,c (whii.:h indrn:les chlorine 
frt)1,~ 1nonod1lorami1,e) ancJ. wa'tor utilith~s urc required to n,uimnin chl(winc at or bel()W ll1is 
MRDL The n:gh,tr-rint al:so in<'lfo utcd <Barbee. ·20 I$} tlrnt there wc,re OoJ11trol poil\ls to C1l:-urc ,a 

··prccisc- ma:rnlihctL1nrtg of I 00% Monochlo11nminc {MC Ar· Md that thc,,-c would be Ill) fotnrncion 
am1 dis1ribuliof1 of dich lorun-1ine nod tricMorrtm1inc during 1hc m::atrnent and i:n 1h~ discharge 
water ,1ncr trculincnt by mai.ntaini·ng ii pH values at -11. Consequently. rnosit. if not .ill. orthc 
tmmocl1lo,nmnine w-iU 1bc co.usurned during clrc m:-a11mm1 process and 1winimum to ,no 
d-id1'km1minc aind irich!ora1n1nc would exist in the dis'Cluirgc waH!r alter trcut,nem. The /\gene'> 
does not anticipate any drink,ing water risks of concern. ~ • 

As thcr,,c ate 110 dietary '(food or drink ing water) or ,·csidcminl ::xpl)sures associated whh the 
proposed '.llSes of amrnonium. there is 1)() need to estinHnt agg'!·eg:atit: e')\pOsl'lrcs based on the 
proposed uses. 

ClUM\JLAT.IVE RJSK 

EPA docs no.t hav·c. at this time. available data to dctcrn'l inc \'vhcthct wmrionia has .1 common 
mcchimism of toxicity \vltih other substances or how to inc1ucle this pesticide in a cumuluiivc ri.sk 
as~essrncnt. lhis clremicai h, of low -systeinic toxicity and ,,to adverse effcc·1s on h~unu11 health 
a re expected. ()titer than eye irr1itnt1on from acute cxpost,rc. for the puqmscs of this Sec'ltOn J 
rc:gis1racion n<:lion; (hcrcfore. EPA hos assumed 1hm ,1mrnm1imn docs no< have:: it 1wmma11 
n1echanisn1 of t·ox,icity with 01her sulmanccs largely bccnuse it clicils no adverse c ffcc ls ,in 
1i1llmmals. 

EiNVtRONMf;NTA.L lrATl~ ;.\NO EXPOSUltE 

Ammonfa 

Rout:inc ammonia releases or discharges to the environmen,t an: not .m1 icipa1c<l for the prorosed 
usrc because the product is mixed with sodium hypochloritc in a close<.l system to produce 
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m r>11othlorarni11e. Rdtascs t)r discharges would only occt1r as ,a rci:u1h of a systcill faih.1,rc or spill 
and such siwat\ons t1M cnve,red by the 1prcN1utiomiry st,.ikmt!,llls on the product 1:-tbcl. 

Monochl(mlini,w 1expL,sl1res to 1hr: c1iW~rbtli1ient nrc 111ot of•contcm fol' the pro,poscti t)ll and g.is 
tisc b1:c:rnse f>f high ret1ctiv ity of monochloroamitle hnd the f'ac.i that ih\1 <rmx;iinum 1ttillll'le11i rate 
of 4 f'pl1\ lllonochlorni11ine (as Ch) doe.s nol 1f .,(;tcd the f. Pf\ rnnximum rcsidt1illl disinfectant 1evcl 
{ MRDL) 'tif 4 .0 ·ppm. Mc.1oothaon1rftihes ,ur1detgo nmodecomposilion 10 fonn l'•b gas rmd also 
rca1,;t with n<1h1n.l'I or,ga11it mattier {N.CJM). brc1midc, atld nitrite ('.Du'lrk et al.. 2005 ). Iii~ addJtion. 
the pr<.1pDscd Dusrin'" I 'I 74 label n:qulres 11,HrreutmCl\t for 5-6'0 minutes every hours, whkh 
incHcates that hfgh reactivity is occurring with .the ,pto11osc,d ui:&. As :1 result. the Agency docs 
nm tt11ticipate signilkant environmental exposure from 1he proposed use in oil m1cJ gas. 

ECOLOGIC.AL EJ<'FECTS ANU msK ASSESSMENT 

For ,the reasnm; discussed above. 'ammonia is not cxpccl•c<l to b~ released into the cnvirt--imncnt. 
Therefore. 1·isks to nonti1rge•t ol'ganisms arc not anticipati:cl.l. 

l\il,D11ochlDrn.imint 

The Agency docs nol anticipate si,gnificam ci11vironmental cx1posurc o!'noiuargct organisms to 
n,onochloramim: from rthc proposed use ill oH aotJ ~us. i-towcver. moimchloni1n1nes ;1rc higllly 
toxic lb aquatic organisrns (EPA ·I 985). and ony release into the aquatic environment has n 
potential to -adve1'.sely affect fish. ;aquntk invcrtebrntcs. and a~tratic pfants. Tl1c proposed prt1duc1 

lcibtd docs not .spetil1icallly preclude releas~ of cl1lorinc rcsidLrcs in discharge waler. If the 
statcmcm below is lllddcd for oil and ,gas production. than the Agency ,vould presume m111imal 
t~po5tl'rc ,md ;;i risk ;;isscssmenl is no\ m,cdcd. 

"Chlonuninc levels must he rnoflit'ored. Jfchlcm11ninc is dc!ectc{IL i,t must be net11ralized 
to levels below 2 ppb for freshwater nml 3 ppb for sahwatci' by the nd<liititm of' sodium 
metabisul file ... 

ENDOCRINR msnUPTfON 

As required under f-FDCA s1ec,1io11 408(p), EPA hM develor,cd tlhe Endocrine Djsrupt<r:r 
S:creenhig Program (1:DSP) w deterroinc whether ccr'lain sub-stances :(1hch'1ding ·pi!sticide active 
and other ingredients) may hav,c an effect in ,hmmms or willdlife sin1ih1r to an effec1 produced by 
a "i1aturally occurring estrogen. or other such endocl"'ine effecrs .i:,s the Administrator ma.)' 
designate." The EDSP employs .i two-ticn:d approach to making the staHll•orily re,quircd 
dc1crmina1ions. Tkr l consisls of a haHery of I I scrccnil1g assays to idcnt'ify ;ihe potential of a 
chcmicc)I substance \o inlcrn1;\ whh \nc esll't\gen. andmgen. or \hyroid ( E. t\, (WT) 11onnom1t 
systems. Chemicals that :go dwough Tier I screening ancJ are fi.1un(l to have the potential to 
irner.icl with E, A, or T hormonal .systems wm proceed to the nc.xt stage of lhl;l EDSf1 where Ef>A 
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will determine which. if any, ol"thc Tier 2 tests are m:ccssary basc<l on the avnilublc data. Tier 2 
testing is designed to identify an y adverse endocrine related effects cnuscd by the substnncc. and 
eslabli.,;h a dose-response relat ionship bc1wccn 1hc dose and the E. A. or T effect. 

Between Oct()bcr 2009 and Fcbrllnry 20 I 0. EPA issued test orders/data call-ins for the firs! 
group of67 chemicals. which contains 58 pestici<le ac1ive ingredients ,.md 9 incn ingredients. 
This list of chemicals was se lcctcd based on the potential for human exposure through pathways 
such ns food und wmcr. residential activity. and ccnain post-applicat ion agricultural scenarios. 
This list should not be construed as a I ist of known or likely endocrine tlisruptcrs. 

Ammonia is not among the group of 58 pesticide active ingreJicnls on the initial list to be 
screened under the EDSP. Under fFDCA sec. 408(p) the /\gcncy must screen all pesticide 
chemicals. Accordingly. EPA amicipntcs issui ng future EDSP test orders/data call-ins for all 
pesticide active ingredients. For forthcr information on the status of the EDSP. the policies and 
procedures. the list of 67 chemicals. the test guidelines and the Tier I screening battery. please 
visit our website: !.!.!£p: ·\, ,, 1, -~·r.i.!!m ·1.·n<Jo,.-. 
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Copeland, Drusilla 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Dennis Barbee <dlbarbee@buckman.com> 
Wednesday, March 04. 2015 10:52 AM 
Copeland. Drusilla 
Carl Watson; Jeff Thorne; Ted Sumrall: Rob Quarles. Ill; Dennis Barbee 
RE: 1448-UUE 
Busan 1474 EPA Response 030415.docx 

Hi Drusilla, As requested in the e -ma il below, please find attached the Buckman response to the Science Branch request. 

Please do not hesitate to contact me if you have any addit ional questions. Dennis 

Dennis L. Barbee, Ph.D. 

Associate Director, Regulatory Affa irs 
Buckman North America 

901.272.8248 Office 

901.272.6256 Fax 

email: dlbarbee@buckman.com 

buckman.com 

Commitment makes the best chemistry 

f rom: Copeland, Drusilla [mailto:Copeland.Drusilla@epa.gov] 
Sent: Tuesday, l=ebruary 24, 2015 1:50 PM 

To: Dennis Barbee 
Su bject: FW: 1448-UUE 

Hi Dennis this the email below that I emailed to Carl Watson. If you can response that would 
help our science people. 

J}1t.lJ.';iLla e,ope.lan.d 

Jn.vL-r.on.m.e.ntal Q'tofacffon. 8!'caia.li~t 

o/oice: lOJ J0B-6224 

cfwt, lOJ JOB-8481 

copeland.d~il.la@e.pa~o11 

From: Copeland, Drusilla 

Sent: Tuesday, February 24, 2015 10:09 AM 

To: Carl Watson 
Cc: Mottl, Nathan; Erickson, William; Breithaupt, James; Tao, Jenny; Noble, Velma; Copeland, Drusilla 

Subject : 1448-UUE 

Good morning, this is in reference to the information in which you submitted back to the Agency regarding 
your 10 day deficiency letter. The information in which you provided was sent to the science branch and they 
have a question that needs to be addressed. 

1. Based on the revised label, the agency is still not clear about how the system pH would be controlled 
to prevent the formation of the byproducts of dichloramine and trichloramine, which bear risk 
concerns. 
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Buckman Bockman Laboratories, Inc. 
1256 North McLean Blvd. 
Memphis, TN 38i08-1241 USA 

(901) 278•0330 Tel 

(901) 276-5343 I'-. 
NO~TH , .l"IS\IC.4 

Via Email 

February 6, 201 5 

Drusilla Copeland, Product Reviewer 
USEPA, OPP, AD, RMB I (PM 31) 
Room S4900, One Potomac Yard 
2777 Crystal Drive 
Arlington, VA 22202 

Re: Response to Technical Screen Comments 
EPA Registration No: 1448-UUE, BUSAN 1474 
Barcode No: 423827 

bucl\man.com 

Please find attached a copy of the draft labe l which contains revised use direction language intended to 
address Agency comments/concerns contained in the Technical Screen document of the label for the 
proposed registration of a new eod-use product, BUSAN 1474, dated 01/28/15. Buckman hopes that 
these changes will allow the application to pass the screen and review process. 

This application for monochloramine (MCA) is for use in drilling, sfonulation, hydraulic fracturing, 
production, and disposal operations. These environments have a very high brine concentration and a high 
concentration of reducing agents (such as Tron (II) Sulfate), which will react with any l:'esiduaJ MCA. 
Therefore, no residual MCA is anticipated after exposure to downhole conditions. Because of MCA's 
long history of use in the treatment of drinking water, Bucb:nan believes that the use has a more 
favorable environmental profile from lhe context that: no bioaccumulation or long term effects are 
expected to occur (MCA is not persistent in the environmen1); the decomposition by-products are much 
less than chlorination and AOX formation is significantly reduced, unlike chlorine and other halogen 
containing biocides. 

Currently, for downhole and pipeline oil and gas operations, less environmentally friendly biocides are 
being used. MCA may be considered a ·'safer' alternative for hydraulic fracturing and for pipeline 
applications as residual MCA is not expected to exceed the MRDL which has been assessed for 
environmental and human health safety. However. if they do, a neutralization process is available. 

If you have any questions or require any additional infonnatiou regarding this application, please feel 
free to contact me. 

Sincerely, 
BUCKMAN LABORATORIES, INC. 

CN/ML 
Carl F. Watson, Ph.D. 
Sr. Regulatory Toxicologist 
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The precise manufacturing of 1 0O~i> Monochlt)ri'unine (MCA) will he assured via an MCA 
generator unit ,\'hich has multiple control points. 

Control 1Po1nt I: lnitially, manufacturing specifications of the raw ingredients will ensure that 
the hvo primary constituents (Bus~n 1474 and Bu lab 6004 (Sodium Hyr,oc.hlorite or "fUeach")) 
will have r,1-1 valtJ.t!s of~ 9 ttnd ~ 12 resr,1r.otfully, prior to rclcuse from manufacturing. As shown 
in Figurc-1. Dichloraminc and Trichloramine will ·not foru1 at pJ-1 values ubovc 6 und publk 
drinking water suppl.ies a.re th{!'t'cfore kept above this pH. 

Figure ·- 1: Re11ationshjp between pH and 
Mono, ID,i and Trichloramhiie F,ormaHon 

Buckman 

pH ranges Monotihlorami:ne :is me 'firs1 member oi the homologous se1rie.s and is u,e 
principal product fom1ed a'.t p!H 7 .. 5~9, !However. higher chlorine 
oor:,e~nttations ih th~ w:atet and 10,:.-er 'PH resuli\'s in the formation of di- and 
tri-ehloramine. 

Acidic 
1 2 3 4 5 6 

,.­

Neutral 
7 8 9 

• - · - ~ - • _.._!-_ • .AIJ. ◄ ! --~ -1L_ ~~ 
lri I A ,11 r: A 1111)11< ) I A --~ 

Puhhc dr .. 1kin9 water supphf:'S 

11 12 
Basic 

13 14 

F,rom: Chemicals .in Drinking Water: ChltJramines. Scottish Cermtre for lnfe:ctloh and Ernvironmental 
HU~alth websmte at: www.s how. scot. ntls,u k/scieh/ envi ronrn~ntaU.ertvi.rnpdf /Ch I or amines. pelf 

Control Point 2: The m~xing equipment (Figur~-2) will always •ensure that The Cl:N ratio is 1: I 
or less. In other words, there is never an ,excess of chlorine present which could lead to the 
format,ion of Dichloramine and Trichloramine. The MCA mixing equipment wiU ensure I 00% 
MCA preparation via Programmable Logic Control (PLC) inputs and ,,1,ill ccH1trol the exaet 
addition :rates to <tirHm:re precise equimolar mixing ratios. The pH of the re.action mixture is 
always ulkaliile. At no time does the pH drop below ~I I. 
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l:. . . , RESPONSE FOR BUSAN 1474 (3/4/15) 

II Buckman 
- Figure - 2: Monochloramine Manufacturing Equipment 

~ ~ ..; _____ .:._~o~ltmcml rmkesthobestchomtstry. 

Control Point 3: As shown in figure-3. the Progrnmmable Logic Controller (PLC) wil l have 
input from a strategically placed pH meter which will measure the pH of the MCA prior to 
pumping to the applications. This data will feed into the PLC such that the PLC will order 
system shut down and prevent add itional mixing of the Ou lab 1474 and Sodium Hypochlorite as 
well as prevent pumping into the application if not withi n the required pH ranges, thus 
preventing the formation and distribution of Dichloram ine or Trichloramine. 
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l .. ~ RESPONSE FOR BUSAN 1474 (3/4/15) 

- Figure - 3: Dosage Control Schematic Diagram 

Busan,1474 
Storage Tank 

i3rt~~ 
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Flow Meter 

I 20 mArop signal 

In erccr Regulated 
Pump 'or Oltu'.ed 
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Busan-1474 

Pum p 

Busan-1474 and 
Bleach Mixing 

Chamber 

pH Meter 

Buckman 

- ..,.... · _ · Commitment makes the lNn che~b"!:._ 
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er1vironmenfa1 P.iotection Agency 

1a.) S:Me hy reqislront or r,rod11ce1. (l) 
NO prt>tl"uct wit,b a use classUied for re-­
iH,ric,t;fiij use may be (li,sl<ributeu or sold 
by tht' ng5st,l'ant or produuer afLor Lhe 
1201,h day an~r the off(>CLive !la.Le of 
,;ucll OlassificaLion unless ~he product: 

ff) U&tu'>1 ,~n appt' ove,d amended label 
1vhich conta.lhs tbe ~erms ot restriot,&cl 
Us<a imposed t,y the At-en·cy and 0Lhel'­
w1S<l co.rrij)!les wic)1 ,1>a.r,t 156 of this 
t:haoter: 

tii) B<~iu'S a sticker containing the 
1w◊ch.1ct muno, EPA regls~raLion nurn­
bt>1·. and ahy t.orml5 of re:;L1ict1id use Im­
posed by t-he Atency : or-

i,ili) Is accompalii'ocl l)y sup:plement,al 
Jal:loling UEc'aring t.lHi infonnation listi!ld 
.in IJll.rngr,~ph 1.a)(.!J.i{ii) of this section, 

(2) Li' t,lie te!(!stran1, c'hoose-s to delete 
th11 rest:ric,t'2d usos from his pro<hlcL 
ltt.hcl, UrnL protluot rna-y not be ilistrib­
u·t·cd or -sold £1.fter tho 180Lh day aftor 
lh~ effirnt ive tlate of ,:;'Jassification un­
less t,he J)l'Otluct beats a.mended lab&l­
ing w:ith the re·:it,1"iO~ed 'USOS deleLed. 

t3) Notw·i-thst :~ndi-ntt pa,raJ?t'aJih!< (a) 
il) it,nd {2) of thl:s Sect/Oil, after Lhe 
2'70th 1k~t atu>r t ho &ffecLlve elate of 
olassil'icl'l.Lim1. lio rcffiSLra.nt or pro­
duoer :nray distrlbuto or sell a pt·ouuct 
that does not hi!l\r the apptovod nm;;nd• 
0<1 bbol. Afto1· t:liai, dato, s tH:ket·s at1d 
suppleme,btal la1tieling ·i-leimri-hed in 
J')arng.raph { a){l) (ii) and (iii) a.re no 
longe r accept able. 

Cl>} Stile by re,luiler. No product with a 
US(! ola.ssifi<ad for restricted ufm by a 
roi;ni.Jation may be distributed or i;ol-d 
hy .,. N;tailt>r or other p£>t.sun after the 
'270th da.y a-ft&!' t he c.ffeci ive datt> of the 
final ,rule unless tho product heitts a 
lal)el or labeling which complies wiLh 
paragJ•;aph (a)(l ) of this aec:.t.ion. 

§ 152.168 Adverth,in.g of r ostricted use 
product;;:. 

(il. l Any product clR.!<sifiod for t'e­
stricted use .shall not be advertised un• 
less the advertisement contains l\ 
statement of its restricted use classi­
fication. 

(b) T.he reguiromeni in paragraph (a) 
of this section appl tei, to all actvel't,tse­
ments of t..he produc,t,, including, tJut.. 
not lil'llite!l. to; 

c 1) Brochures, pamphlets. circulars 
and sifnilar mat.:riill offore{I to pur­
chaser·s at. the point M ><ale or h,v direct 
mail, 
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'§ }52, 170 

(2) New,-papers. magazines, lH>w&­

letters anrl other mat erial in circula­
tion 01· available to tho public. 

<3.> Broa<lcasl meuta such as ract•io amt 
t8levision, 

14) '1'eleplloTIP. advertising. 
(5) Billboards and post~rs. 
<c) The 1·equircmont. may be sa.,t,isfiecl 

for printed ma.terial by inclusion of i.ho 
st.at,ement, "liestricted Use Pesticiifo." 
01' the U1rms of restriction. f)t◊mi­
nent.)y in Lhc auven1se1ne·11L., ·rne rc­
quitement. 1na-:v be s:,tisfied with re­
s ·pect t,o broadcast or t.E!.lephone adver• 
tisilll.f by inclusion in t,he brondc/1.-st of 
t,he spoken words '·'Res~r!Ct.ed use pes­
Licide." or a st.a-teml>nl, of the t l>.tm~ of 
restriction. 

{cl) The requirements of this sect.ion 
shall be effect.Ive: 

(1} After 270 days after t-he effect.iv ct 

date of resGriction of a product Lhat is 
cu!'rently registered. unless the Agency 
specH11,i; a shoner time periocl: 

{2) Upon t.be effcCLive elate Of t·eK­
istra,tion of a. product not. currently 
r~i;-istere,1. 

~ 152.170 Cri·teria for res-triction fo ,\i~c 
by uertm.,.,1 a:ppticator!i. 

(a) G,mero.l criteria, An e.nd-u;se prod­
uc~ will be rcst.ricteu 1,o use by cer­
tified applicators (or persons unclHr 
their <iirect supervision) if the Ai;rency 
determines that: 

(1) Its ~oxicit y exceeds one or more of 
the -specific haes.rd oriteri-a in para­
graph (b) nr <c) of this section. or evi­
dence d~scribed in paragraph (d) of this 
section sul>stanti~t,es thaL the product 
or use post>:; a serious hazard that may 
be mi t igated tby restil•iutin[:' Its use: 

(2) lt-s lalieling., when considered ac­
ootdinlf t o the Ca-uLors in paragraph 
(&)(Z} of th is sect,ion. is no~ adeC}uato Lo 
miLigat.,e t..l:wse ha;-.ardlsJ: 

(3) "llestrlcLion of the Pl'OllUCt WOUltl 
oecr&ase the risk of adver;;e effects: 
and 

(~) 'il'he tlecrease in risks of the pes­
ticide as a resulL of resLrlctlon wou'ld 
exceetl the rlec.rease in benefit.~. 

ib) Criteria for human i!atar-d-(l) Resi­
d1mtiul ond instilttlfonal uses. A pes­
iticirlc pr·o(luct intende ,l for r·es!dentia l 
or insti tutiona.l use w·iJl l >c --c,onSilh'! red 
for restriot,(HI use classiJiaatlon .if; 
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Ci) The pesLicid<.>. a~ dilutetl for use. 
has an acute oral LD,o of 1.5 g-Jkg or 
less: 

Cii) The posLicide. ais formulaLed, ha-il 
an acute tlermal LD,u of 2000 mg-ik,;- 01· 
le:s:$; 

Ciii) The pesLlcltJo, as formulated. 'has 
an acute inhalation LC«, of 0.5 mg'/liter 
or less. based upon a 4-hour exposure 
periotl: 

(iv) The poi;ticiU~. as [ormulaLeo.l, is 
corrosive Lo t-he eye (causes irrevers­
ible destruo1,ion of ocular tissue) or re­
sulLs in corneal involvement, or irrita­
~ion persii;t,fni: i'or more than 7 days; 

(v) Tohe Pi'!Sticiae. as tormulat.cd. is 
conosive to 'bhe sk1n (causes t issue de­
su·uei.1on lnLO ~htt ilel'mis .amlior soar-
1·1ng) or causes .E;avff.1'1.> ii-r.itation (:severe 
!!ryibema 01· edema) ab 72 hours: or 

(vl) When used in accordance with 
litl.Jel dif'Qct-ions. or wl<losprea·Ll and 
Oommon]y rP.coi:-nized ·prncticc, lhi) pes­
t,i ;}ide may causo sighifioant. sub­
chi'onic. chronic or cl6lnyed toxic 9f. 
f~c:ts on man as a r•Etirn"!L of single, or 
multiplo exposures to L'lm proauct, ln­
:,:rnd.ients ol' l'f!Sillues. 

(2) All other uses. A ipest,icltle prolluct 
intendecl for uses other than rosiaentlal 
or insLiLutional use will be coni1irlered 
for restricted use classification if: 

(iJ The 1iostic1de. as fonnull\Led, has 
a ,n acute ot'al LD.<u of 50 m~lk.g or less; 

(ii) 'rho ,])!'>sLic.ide. as formulaLr,tl . has 
an aouto tle1·mi1l l,D,n of ZOO mg!kg or 
Jess: 

(iii) The pest-ici<le. as diluted for use. 
has an acut.e <.lennal LD.,o of 16 g/kg or 
less: 

Liv) The p1,i:tiuide, ai; formulal,ctl. haR 
an acu to inhalation LCi,, of 0.05 mg/ 
liter or less. based upon a •l•hour expo­
s-ure period: 

(v) '!'he pesticide. as fo·rmuJate(l, is 
corrosive to the eye or ca-Ul!!!S corneal 
involvemenL or irri tation persisting for 
more than 21 days: 

(vi) Tho pesticidll. as formula.led. is 
cOl:Tosive to the skin icauses tissue dQ­
stt·uction into the dermis and/or scar-
1•ing); 01· 

tvii) When used in accurdance with 
label directions. or wi(le:sprea-d and 
commouly rocognlze<I prac1,1ce. Lhe pes­
Licide may c.-0 use .sig:nificant sub­
chronic H>xicily. chronic toxicitY. 01· 
delayed to,dc t>ffec:Ls on man. as a re-

40 Cf R en, I (7- 1- 11 Ed ition) 

suit of t-inirle or mulLiDle exposu1·es Lo 
the product ingredients or residues. 

( c) Critciria. for hazard lo n un-lar,Qet 
:~pet'ie.,- < l"i ,Ill p-roduots. A Pt>ilticiUe 
product intclld!>d for outdoor use wlll 
1\)e consi·tleretl for restiri(•t.od use classi­
fical,ion if: 

(i) When usP.cl acc:o.-dini;r t,o label di­
rec,tions. il.l>PI io!ll,ion rflsUlts i.n residues 
of thu pesiicide. -its -mtttabolites. or its 
ttegr-aila~1i'.m prouuc~s. in u1e di~~ of ex­
posed mammal\::rn wihllife. imme­
liiatcly after application. such that: 

(A) The level of such residues equals 
or exceetls one-fifth of the aouLe <.lie• 
Lary LC,u: o:r 

(Bl Tne amount of pesticide con• 
sumed in one feeding clay (mg!'kgtday} 
eqm~.l:; or exceeds ono-fifth of Lhtt mam­
malian acute oral LDsi>: 

(ii) When used according to label <.li­
rectlons. application resul t,s, imme• 
diately afHt-r <\pplioaUon. in residues of 
thil> 1rils~•ioiae. its me-t-aboli'tes or its 
,,leg.1·arlat.ior:t procfootis, i·n the ciiet, of ex­
post!Cl M !'lls il.L l eirO!S LM.!. (!(jual (>'I' CX• 
C!Oeu oni,>-fifth of the :wiltn subacute dl­
et,at·y LO.s<1: 

( i'il} Wr1en usetl acooriling t,o label di· 
recLlons. appJioaLion .resul'ltll in resit1ues 
of thv J)esticilli:. il.s metabol.iies m· its 
deg.rada{;iim products, in waurr that 
eqm1J or ex-c;eecl nne-tenLh of Lhe acu,t,e 
LC_.,, for non-LarA"eL a.qua.tic ori;-anisms 
ai kuly Lo be exposM: or 

('iv} Unde1· oontlil.ions Of label use en· 
wldespreatl and commonly ,recogn ized 
p!'aotioe. the pest •ioide may ca.use dls­
ootnibl~ atlver,;e &fleot,B on non-target 
organisms, such as signHiuanL mOl'· 
ta.liLy or effects on Lhe phy:!'iohigy, 
i::rnwth. popula't ion levels or repro<lu~­
tion rates of such 01·ganlSms, l'E!Sultilig­
from tltrect or 1ntlirect exposure 1,0 the 
pestiui!l&. it.:s me·Ul.bolites or its det,:• 
tadM,iOii products. 

(2) Gramdar products. In ad<.lition to 
the criteria of parai;:-raph (c)(l) of this 
.soction, a p esLicide intended for out­
door u:;e :tnd futmulat.t, tl as ~ granular 
produot, will oe considernd t'or re­
~t.l'ict,tlll u~e cla~Sifi<:At.i(m U: 

Ci) 'rhe formulatetl product has an 
acute av.ia.n •or mammaHa.n oral LDs11 of 
50 mgiik i,:- or less .as flet,-ermtned by ex­
th1.})0lauon fl'On'l tests coudocted with 
techn.ical mate.rial or d ir ectly with the 
formulated product : and 
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(iiJ It, i::, intended to he applied in 
such a manner that significant, expo­
i;ure t,o bi rds or mammals may occur. 

(d l Other c111dcncc. The Agency maj' 
also consitler evldence such as field 
studies. use hist.or:v. accident, data. 
monitoring data. or 0Lhe1· pertinent 
evidence in deciding whet.her t.he prod­
uct. or use may pose a serious lla1.ard t.o 
rna.n or the envi1•onmet1L t,bal, can rea.­
sonably ba mitigated by reiitricLed use 
<.:lass i fie a Li on. 

l e) All('T11ati11e labeling /a11gua{le. (1) If 
I.be Agency det.ermines Lhat. a produut 
meets one or moro of Lhe criteria of 
paragraphs (b) or tc) of this sec tion. or 
tr other evl<Jence Iden tified in para­
l!T:tPh (d ) of this ,;ect.ion !cods t he 
A1:-ency to conclude that the product. 
8hould he considered for rest,r!cLed use 
o lt\Saifical,lon. t,he Ag-enc.v will 1,hen tle­
Lermine if additional labeling language 
would be adequa te Lo m itlgaLe the 
ltlenLif!ed haza-rct(s> wt thouL rest.ricted 
use classification. If Lhe 1:iboling lan­
i::-uitge moat s all t.hc cril,eria specified 
tn para)(raph (e)C2} of t.h is section. Uio 
procluct. will not, I.Jo classified fo,· ce­
stricted nse. 

(2) The labelin.K will be Judged ade­
q u,Lt,e if it meots all Lhe following crt­
teria: 

Ii) The user. in order to follow label 
rt irectlons. would ooi be required t,o 
perform complex operation$ or proce• 
dures reQuiring specialized traininr,:­
a nd/or experience. 

§ 152.175 

<ii) 'l'ho la bel direction:; do not call 
for spec ialized apparat,us. protective 
equi pment,. or materials Lha.1. reason­
a b ly woull.l not be ava.llab!e to the gen­
oral public . 

(i ii ) },'ailw·e to follow label directions 
in a minor way would result in few or 
no sign ificnnl, adverse cffect.s. 

(! V) Following rtlrecLions fo r use 
would r esulL in few or no significant 
au verse effect.sofa <lelayecl or Indirect 
nature Lhrougb bioaccumulation. per­
sistence. or pest.icide movement. fro m 
Lhe original application site. 

(v) Wides1>read a.nd commonly nicog­
nized pract,ices of use would not nullify 
or detract, from label directions such 
LhaL unreawna.ble aoverse effect.s on 
Lhe environment, might occu1·. 

t 152.171 Restriction!! other thnn those 
relatinll" to use by certified npplica­
tors . 

The Agancy may t,y regulaLiun im­
pose rest,ricLions 011 a producL or class 
of producLs if it deLe rminc~ thal,: 

(a) Without such 1·cstricl,lons, Lhti 
producL when ui:;ed In accordance wiLb 
warnings. cautions and direct.ions for 
use or in 11,ccordance wiLh wid espread 
and commonly recognized prac tices of 
USP. m ay cause unreasonable adverse ef­
fc!ct.s on t,he envi1·onmenL; and 

Cb> The decrease in risks as a resnlL 
of re:iLrlctecl use would exccer.1 Lhe de­
crease in benen t,s as a r c,;uJt. of re­
stricw11 nse. 

§ 152.175 Pesticides classified for restricted use. 

'rhe following- uses of pesticide product,; conlainin~ t,he active ingn•r.lienLs speci­
fied below have 1,een classified for restricted usP anti are limit.ell lo ui:;e by or 
under tha direct, supcr\•islon of o. cerL1fied app licator. 

Act1Ve Ingrocten1 Formulabon Use pstrein Class1fica1,on 1 

Acrole1n As sole ocwo inoredJeN No mar. AU uSlt!. A•shc1ed 
!Ure& ,eg,11ere:I 

A1d1cort:1 .... . . A:. solv actfve 1ngr0e11om ........ ······-· Omome1ua1 uses ..... do 
(,ncioor and Ol1t-
door) 

Nom1x111tes leQl$1Gred ··········-·- _ ~oncuttural CtOP Under lunhl>< 
uses evauatmn 

AJumtnum As solo t1ct1ve 1n9rvd10"1 No mo,- .,. •. do .... do 
pt,osph,c,e. tures ro9Isiered 

A.t1nphoD m~lh)II All ilqu,d& 1w1tl"I c11 r.onccncrt,1100 gceat· .. ,UO .• , , , , • . . (10 

e' lhOo 135 pa 
Al ouier tomUliltons • • . . ... do ·~ __ .... ....... UJ1der luthtr 

evaba.t,or, 
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Cnltna ,Mluoncmg resloc• 
hon 

J.'lh:lil.ahOl'I h..lHtd lo hu 

mans. Ros.aue elteccs on 
i:1Vt4n :.poeac,, e.nd aqJllllC 

O~n1Sffl$ 

Other haz:ar:bs-acc1dcnr 
hIs1ory. 

lnhalahc,m h itZitfd 10 flu· 

man:;. 
Do 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C 20460 

OFFICF. CF O tEMICAL SAFETY 
AND POI LUTION PREVENTION 

Mr. Carl W atson, Ph.D. 
Buckman Laboratories, Inc 
1256 N. Mclean Blvd 
Memphis , TN 38108 

Subject: BUSAN 1474 
EPA Registration Symbol: 1448-UUE 
Application Dated September 30, 2014 
EPA Received October 1, 2014 

Dear Mr. Watson: 

The Agency has completed its preliminary technical screening of your application pursuant to 
Section 33(f)(4)(8)(i)(II) of the Federal Insecticide, Fungicide. and Rodenticide (FIFRA) Act, as 
amended by the Pesticide Registration Improvement Extension Act. The Agency has 
determined that your application has not passed the preliminary technical screen and therefore 
is subject to rejection if the application is not corrected. 

The submission has failed the 45 day Technical Screen (See attachment dated 1/28/2015) 

In order for the review of your product to continue, you will need to correct your application to 
address the item(s) listed above within 10 business days of the date you received this letter. 
Corrections must be received by EPA by the 10th business day. EPA recommends sending 
your complete set of corrections by email to the contact listed below to ensure they are timely 
received. If studies or confidential information are being submitted by mail, a complete courtesy 
copy received by email by the deadline will be considered timely. If you cannot correct the 
application [or do not respond] within 10 business days, your application will be rejected. 

At this time you could also choose to withdraw your application. If you have questions. please 
contact Velma Noble at Noble.Velma@epa.gov or 703 308 6233 or at 
Copeland.Drusilla@epa.gov or 703-308-6224. 

Attachment: Toxicologist review dated 1/28/15 

F:k71/1--
Velma Noble 
Product Manager (31 ) 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 
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UNITED ST ATES ENVIIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFflCE OF CHEMICAL SAFETY 
AND POl l \.iTlON PREVENTION 

MEMORANl> lJM 
January 28. 20.15 

Subject-: Technical Screen for Treatment of Water Systems Used in Oil and Gas 
Production with Ammonia 

T hru: 

To: 

PC Code(s): 00560 1 DP Barcode(s)/No(s,): 423827 
Decision No.: 495990 Rcgis,tra,tion Number (s') : 1448-lJUE 
Petition No(s).: NA Rcgufatory Action: PRIAJ Technictil Screen 
Risk Assess Type: Sin~lc Chemical Case No(s): NA 
TXR Nd.:NA I CAS iNo(s): 7783-20-2 
MRID No(s).: NA 40 CFR: NA 

1 .-· 

J f T ·-r· . I . ,~{ ... cnny. . ao. ox1co og1st .: 

James Birc-ithaupt. Agronomist r il"-""-;,1 

William Erickson" Biologist /._,,..,..,_~ ~---
Nathan Mottl, Bioilogisl .)J~Hif.ll' 

Risk Assessment Science Support Branch (RASSB) 
Antimicmibials Division (AD) (7510P} 

Timothy Leighton, Senior ScttH1list 1,'.:.. * 
Laura Parsons. Associate Branch Chief (ftJJH.. ~ 
Steven Weiss_. Branch Chief %{d,:: 
Risk Assessment Science Support Bnmch (RASSB) 
Antirnicmbials Division (AD) (751 OP) 

Drusilla Copeland, Product Revie"wer 
Velma Noble. Product Manager, l earn 31 
John Heben. Branch Chief 
Regulatory Manugemernt Bram;h I 
Ant,imicrobials Divisfon (75 IOiP) 

The Agency has conducted a technical screen for the proposed rcg·istrat'ion of a new· e.nd-use 
product. BUSA NI(; J 41-1 EUP, containing ammonia -as the active ingr-.ed·ient (a.i.). BUSAN<it 147./. 
£UP is designed to produce monochlorarnine (when combined with an oxidant. such as sodium 
hypochlorit-e). to treat \Vater systems used in oil and gas production. The ipu.rpose of the technical 
screen is to determine \Vhclher the d.lta and information submitted with the application and label 
arc sufficient to allow· the nssessmen,t of human exposure, human tox,icology.. environmental fate, 
and ccologkal tux-icology. The a:-pplication :as sutbmiHed fa'ils the technical screen based on the 
proposed labeling submitted. If the label changes described bek1w t1,re made, the application will 
pass the scree.11. 
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Proposed Label (fails the screen) 

The registrant. Buckman LaboratQries, Inc., submitted an application fo r a new end-use product 
(EUP). BUS'Alf0 l./74 £UP, containing 7.59% of the ammonia active ingredient (a.i.). 
According to the proposed label submitted, BUSAN.: 1-17-1 EUP is appl ied in conjunction with 
sodium hypochlorite to form monochloramine. an oxidizing microbiocide, to help contro l algae, 
hacteria. fungi, archaea and other microorganisms in ""alcrs used in oil and gas production, such 
as drilling, stimulation. hydraulic fracturing, production. an<l disposal operations. The new 
product is added, by the Buckman-trained system operator, to dilution waler 10 achieve a 
minimum molar ratio of I part BUSAflJ-0 /../7-1 EUP to I part sodium hypochlorite, using a closed 
metered chemical feed system, to achieve a residual concentration of at least I ppm in excess of 
the system oxidant demand. Treatment rates may he reduced 50-80% of system oxidant demand. 
using either continuous or intermittent application to achieve uniform mixing, once the minimum 
I ppm residual concentration is achieved. 

1 lowcver, the proposed label does not specify an absolute maximum appl ication rate, a 
maximum rate a hove the biological oxidant demand. or additional details on application. In 
contrast. the label for a currently registered produd. f3usan'IIJ I 215, which also contains 7 .59% of 
.immonia as the a.i. for uses in pulp and paper mills and industrial water systems. provides 
additional details. including the duration. timing. and concentration of intermittent applications. 

Additionally, the proposed label does not address the disposal of the oilfield water. Oi lfield 
water is eventually placed into ho lding ponds for evaporation, injected into deep wells. or treated 
in a wastewater treatment plant (WWTP). The registrant needs to address the pokntial need for 
neutralization in these disposal s ituations to ensure that no chloraminc-poscd risks exist in the 
discharges. For example, the Busan)!.) 1215 label requires neutralization of chloramines using 
sodium metabisulfite until ch loraminc is not dctet::tcd. regardless of whether the effluent does or 
does not pass through a waste water treatment plant. 

Human Exposure (passes the screen) 

BUSAN-.;_ 1-17-1 £UP contains 7.59%ofthe ammonia active ingredient (a.i.), which is the 
equivalent concentration in aqueous household ammonia, which typ ically contains 
concentrations of 5 to I 0% ammonia in water (OSHA. 20 14 ). The proposed labeling statement 
requires baseline personal protection (e.g. long pants and long sleeved shirt) and restricts 
application to closed metered del ivery systems '1nd Buckman-trained system operators. As a 
result of the label precautions, such as the closed mixing/loading statement and operator training, 
occupational handler l!Xposures arc expected to be minimal. 

Although concentrations arc expected to be diluted. the proposed label does not speci fy a 
maximum application rate. Potential bystander inhalation effects would occur if workers were 
exposed to high concentrations or diluted ammonia or monochloramine. OSHA currently 
regulates inhalation exposure to ommonia concentrations as low as 50 ppm based on respiratory 
tract irritation effects (OSHA, 201 2: NJOSH, 2011). In addition. mixing solutions of ammonia 
and sodium hypochloritc also results in acrid monochloramine and dichloramine fumes. 
Inhalation of chloramine fumes from mixing household cleaning agents (ammonia and sodium 
hypochlorite bleach) at high concentrations results in burning in eyes and throat. transient cough. 

Page 2 of 4 
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<lyspnea, nau~ta and vomiting (ne.1,hh Canada; 20 I 4 ). Since:, t10 max•imum concenlratiuli limits 
arc imp(>sed on thi.1 proposed label. the Agency bas concerns for potential bystander i11halatkm 
ti'iposures. No additiionai occupational eKposute data are reqt~irnd. however. The post­
a,pp1licmion rnJ,a1at,ion concem would be mitigated wi,th 'imposing mn applicatk)(i nne ljmit. 

No dietary (fo,ld) risiks are e.xpected to be associated with the proposed new Lges ofBUS'A N-0i:, 
147-1 EUP. since it is only used in ibe non-food related settings. 

The Agency has established a maximum residual disi1lf'ecti1m kvc1J (MRDL) of 4.0 ppm fr:,,r 

chh)rine •(which includes chlor,ine from monochlorarnlne) and water uliHries ate required to 
mainrnin chlorine nt or 'helow t1bis MRDL. Jf the ptopnsed label is revised to demonstrate lhat 
neg1ligible level of monochlorarnine exists ait the point of discharge and most of the 
monochloroamine is consumed during ,the treatment process_ then it is highly unl,ikely that 
drinking water exposures to monochloraminc from the proposed new nses will result in risks of 
concern. 

T,oxicology (passes the sc,recn) 

As i:ndicated in the Ammonia and Ammonium Sulfate Registration Review Final Work Plan 
(EPA, 2013 )_ the Agency does not anticipate requiring a<ld'it.innal toxicology stiUdies to support 
the currently registered pesticide uses. Additionally. repeated-dose toxicology ;~tudies and 
endpoints for risk assessment are nvaih1ble in the Age;nc:y's database for monochlornmine. For 
ihe proposed new uses, if ,the registrant submits a revised label that demonstrates a low potential 
for human exposure to ammonia and/or monochloramine, no additkHifll toxicity studies are 
anticipated to he required to assess human hazards to •either chemical. 

Env.ironmcntal Fate (passes tlhc screen) 

Guideline environme.mal fate dnta for monochloramines :are not required because this is an 
inorganic substance and the test guideli'nes are not relevant. Adequate environment.al late data 
ar:e iwailable in the 0342580 review (Gowda, 2008: D342580), whicJh was bns.ed Oil the EP1; 
Suite mode'I and num·emus literature sources cited in the review document. 

Ecologici,l :Effects (passes the screen,) 

The Agency has sufficient monochloromine ecotoxicity daita for freshwater and estuarine/mar,inc 
fish, inverteUm1tes, and plants to support this oil and gas production water Rystems use. Ch1·1.mic 
ecotoxicity data are not available; however, because morwchlorom!ne rapidly biodegraues. 
chronic exposure is not anticipated and chronic darn are not anticipated to be needed. 

Four acute ecotoxicology studies (avian, freshwater fish, invertebrate and green algae) are 
required for any product to determine if precautionary statements are needed on the product label 
and to provide a ho.sic dat.a se.t in ct1se of a spill or pn)duct misuse. The .agency has adequate dat.:1 
for product labeling. The registrant may need to provide compensation foir these data as 
appropriate. 

Page 3 of 4 
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No :additional ecotoxicity data trre needed for eitlher ammonil, {)r monc,chlotami11e to suj:>,pMt the 
proposed new u:so. 

Reforen•ces 

I. Gowda, Srinivas. 2008. Envlr(mmental F::ite Assessment of Aqueous Ammonia (7.59% TNal) 
for the Proposed Use in li1dustf'itil Wnter Systems. March 10. 2008. DP BnrtD(le 0342580. 

2. Health Canada. 2014. (iuideltnes for Canadian Drinking Water Quality - Techni,cal 
Documents·: Chemical/Physical Pam.meters - Chtora111ines, Het1lth Canada Reports and 
Publications on Wateir Qu£11ity. October 31. 2014. 
http://www.hc-sc.gc.ca/cwh-scmt/puhs/water-eau/chl()ramines/index-eng.php Accessed on 
December 16. 2014. 

3. National Institute for Occupational Safety a,nd Heal,th (NIOAH). 201 I. l 9lf8 OSHA PEL 
Project Documentation. NIOS1 L Education and Information Division. September 28, 20 I t . 
http://www·.cdc:.gov/niosh/pcl88/7664-41.htm:J Accessed on December 16, 2014. 

4. Occllpfttional Safety and Health Administration (OSHA). 201'2. NIOSH Pocket Gu;ide lo 

Che.tni·cal Hazards: Chemical Sampling lnfo.rmation. September 6.2012. 
h!!p:s://www.oshti.~ov/d1s/chcm1calsamipling/dt1ta/CJ-J 21 fOOO.hun:1 Accessed on December 19. 
2014. 

5. U. S. R1wironment3J Protecti,on Agency (US EPA). 2013. Ammo.nia and Ammonium Sul fate 
Registration Reyqcw Pinal Work Plan. Posted on February 20. 20.13. www.r~gulutions.g.o"'. 
D()cument ID EPA-HQ-OPP-2012-0684. 
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Buckman 
NOQTH ••1rRC A 

Via Federal Express 

September 30, 2014 

US Environmental Protection Agency 
Document Processing Desk (REGFEE) 

Bud.. ..aboratorios. Inc. 
1256 I,orth McLean Blvd. 
Memphis, TN 38108-1241 USA 

Office of Pesticide Programs, Antimicrobia l Division (PM 31) 
Room S4900. One Potomac.: Yard 
2777 Crystal Drive 
Arlington, VA 22202 

Re: BUSAN 1474 - Application lor New Pesticide Product 

(901) 278-03 :'.lO Tol 

{901) 276-5343 RI• 

buckman.com 

Enclosed please find an application for a new product re£istration for Buckman Laboratories, Inc. 
product: BUSAN 1474 - EUP, Enclosed you wi ll find the fo llowing informati on to support thi .s 
application: 

• PRIA Fee Cat~gory: EPA No.: ~ r, 
CR No. 476: New use, non-food. outdoor. FIFRA sec. 2(mm) uses 

• PRIA Fee Payment: Check - $18,234.00 
• Fonn 8570-1, Application under PRIA 
• Fonn 8570-4, Three (3) cop ies o f Confidential Statement of Fonnula 

• Fonn 8570-34, Certification with Respect to Citation of Data 
• FORM 8570-35, Data Matrix 
• Five (5) Copies of the Draft Labeling 

If you have any questions or require any additional infom1ation regarding this application. please 
foe! free to conta~t me. 

Sincerely, 
BUCKMAN LABORATORIES. INC. 

Carl f. Watson, Ph.D. 
Sr. Regulatory Toxicologist 
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&EPA 

1. Company/Product N111mb~r 

1448-

United Stl!tea 

,finvi·ro1nmetntaf tProtectio·n Agenty 
Washington, on :2olito 

Arpplication for Pesticid·e .. Se~tion I 
[
1 

2. lPA Product U11n1rg11r 
Vielma INo'.ble 

f'MI 

3. f\foposlld tlsssification 

lJ None D Fhrst,rieted 

I 31 t-- -------~~--=-- -~=·,~ - -~~-- ~=.1=--------~----~ --..L--==~----- - -.J 
5. Nrome end iAdd~ss of Appli~11nl (Include ZIP Code/ 

iBuokma1n Laibe>ratories, Inc. 
1256 N. McLea:n Blvd 
Mernphas. TN 38108 

6, E)i(1pedited 1Revei•. In ac~cwc1ance with FlF'RA Seclio'n lfcH3} 
1(b:riil. mv product ls ,simila, or it;lentic~I in composition and labeling 

1 101 

, EIPA A1eQ, No. - - - ----~~ - ~~----

lo 
1D 
ID 

□ Ghsl:'k ff thJ.s ts a ,fftfw sl!!dr8$.S 

'Ro&'l.lbrr.liHiolil in res,ponso to Agency lotter dated~~~---­

Pfotificotion - 'Explain b&lo',>it. 

LJ 
□ 0 

i ExphU'HJti•on. Ulfi.1 J&dG!'iiiona'I pege(sJ if neces&ary. (For section I and ·sectioR II.) 

Fln•I p·rintild l,i bels i:n repoon9e to 
Aoe'ncv le·tte-, dellld 
"Me Too" Applic·ation. 

Other • Explain below. 

PRIA C'ale~: EP~. CR No. 4 76 • AcHon: New use. non-food, outdoor: FIFRA sec. 2(mm) uses 
1Reg~"1]l4<il,63 

I 
New Re{)ISfratiori: BUSAN U7il - 1End-Use-Ploduct t[Antirll'ictobial Product) 
Ne!w Use for PC Code 5302 
Contact: cfwatson@buckman.com; Fax (901) 272-6256 

11----------------------------------4 section - m 

I 

N.o. p•i,f 
container 

2 . T:ype ot .Contalne~ 

I~ ~:;:e 
Gliu,:. 
P,•1>ar 
Other (Specifyl ____ ___ I 

3. lb1Jatit>n •of ~et ·c ontents ll'!forl'nlltion 4 .. Si:z1tM Ren,il Container 5. lot;ation •6f lebil Oireotions 
1 L I ~I 

I 
L J - 1 On Label! I 

Ltrbel LtJ Ctm'tai~a:..,r:........ _ __ -d __ S_._1_0_, _r_5._2_tl_._3_0_, _s_5_&_2_5_·o_g.i_J_, =B_u~lk·=Laa;L_J=========~ ------=·•·=· ~-,ii 

&. IM11nm,r in Which Labe4 is Affixed to P,roduct iO Othe, 

[ , . 'Contact 'Point 
Section - IV 

Name Title 
I 
• Telephone '-lo, ,,hu•lude Ates Codel 

I Carl Watson Sr. Regulatory Toxicologist (901 > 27.2-6z28 

Certtfic9tron 
'I certify that the t:h1tem0iltt I have mad& on. 't hl'!I form •ha ell altac!),ments thereto .-,a ·t ru.• , accurat• end 1eol!l)j)lete. 
I a~khoW'llldOi! 't'.11111 any knowli111glly fain or misleeding stlitement may be pur-.ikabht by tine odmpnsorvntnt or 
lboth under ~~)cable I111w, 

:.·:Q/ / /dL 
I 3. Title 

Sr. Regulatory Toxicologist 

, 5. iO ■te 

Carl F. Watson. P,h.D. 30 September 2014 

EPA For,m ,8570-"I (Rev, 3-94) Pr,evlous editions 'Bra obsolete. White - EPA Fie Copy tonvinall 

i 6. OLt, Appliet.tion 
, raa,Ned 
I •~tarmpec:U 

v.•ow7r-:, .. "' Copy 



Kang,JiYeon 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Joycf', 

Carl Watson <cfwatson@buc;cmancom> 

Wednesday, October 08, 2014 4:15 PM 
Kang, Ji Yeon 
RE: Submission to EPA: BUSAN 1474 {EPA Reg#l448-UUE) 

SKMBT_ 42314100813460.pdf 

Ple,,se find attached signed copies o f the revised Basic and A'terna te CSFs for the submission, EPA File Symbol 1448-

uur-. 

Regard s, 

Carl F. Watson, Ph.D. 

Sr. Regulatory Toxicologist 

Buckrnan North America 
1256 N. Mclean Blvd 

Memphis, TN 38108 

901.272.6228 Office 

901.272.6256 Fax 

cfwatson@buckman.com 

Commitment m.ikes the best c hemistry. 

From: Kang, Ji Yeon [mailto:Kang .Joyce@epa.gov] 

Sent: Wednesday, October 08, 2014 11:12 AM 

To: Car l Watson 
Cc: Ashe, Anthony; Clausen, Kirk; Cipicchio, Carleigh; Burkhart, Kira 
Subject: RE : Submission to EPA: BUSAN 1A74 (EPA Reg/11448-UUE) 

Dear Mr. Watson, 

My name is Joyce Kang and I am a contractor with the EPA. I am contacting you in regards to your submission in support 

of the product BUSAN 14 74 (EPA Reg. No. 1448-UUE). We have found several deficiencies with the submission that w ill 

need to be addressed: 

l. From CFS (Alternate Formulation), Ammonium Sulfate needs to be m arked as Pre-Reaction and Ammonia as 

Post-Reaction as you confirmed by phone. 
2 . For BCMW, please write 100 % Re-Pack on the CSF (Basic Formulation) . 

Please send the revised CSF before Oct 16th, so that we may further process your submission, Afte r Oct 16
1h

' please 
direct all correspondence/corrections to the appropriate EPA Risk Manager. If you have any questions, please do not 

hesit ate to contact me. 

Best, 

44 



JOyce Kang 

Contractor, US 1.E PA 
2777 S. Crystral Drive, S-4822 

Aril ington, VA 21ib2 
1(703) 347-0416 

Email: kOl!Sl:JQY~-f~vepa.gov 

2 

45 



Kang,J i Yeon 

From: 

Sent: 
To: 
Subject: 

Thanks, 

Carl 

Carl Watson <cr..vatson@buckman .com> 

Wednesday. October 08, 2014 1:57 PM 

Kang. Ji Yeon 

RE: Submission to EPA: BUSAN lil74 (EPA Reg#l448-UUE) 

From: Kang, Ji Veon (mailto:Kang.Joyce@epa.gov] 

Sent: Wednesday, October 08, 2014 11:57 AM 
To: Carl Watson 

Cc: Ashe, Anthony; Clausen, Kirk; Cipicchio, Carleigh; Burkhart, Kira 

51Jbject: RE: Submission to EPA: BUSAN 1474 (EPA Reg#l448-UUE) 

Good afternoo n Mr. WaU.on, 

Everything looks fine . and you can send me an electronic copy. 

If you have dny ::ither questions, please do not hesitc1te to contact me. 

Have a nice day, 

From: Carl Watson [rnailt o:dwatson @buckman.com] 
Sent: Wednesday, October 08, 2014 12:48 PM 
To: Kang, Ji Yeon 

Subject: RE: Submission to EPA: BUSAN 1474 (EPA Reg#lt'.148-UUE) 

Joyce, 

Be fore I submit these for signature, please confirm that the changes made to the two draft CSFs are acceptable per 

instructions. Also, once signed, does a paper copy need to be submitted, or can an electronic c:opy be sent to your 

attent ion? 

Regards, 

Carl F. Watson, Ph.D. 

Sr. Regulatory Tox,cologist 

Buckman North America 

1256 N . Mclea n Blvd 

Memphis, TN 38108 

901.272.6228 Office 
901.272.6256 Fax 
cfwatson@buckman .mm 

Commitment makes the best chemistry. 
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From: Kang, Ji Yeon fmailto:Kang.Joyce@epa.gov] 
Sent: Wednesday, October 08, 2014 11:12 AM 
To: Carl Watson 
Cc: Ashe, Anthony; Clausen, Kirk; Cipicchio, Carleigh; Burkhart, Kira 
Subject: RE: Submission to EPA: BUSAN 1474 (EPA Reglt1448-UUE) 

Dear Mr. Watson, 

My narne is Joyce Kang clnd I am a contractor with the EPA. I am contacting you in regards to your submission in support 
of the product BUSAN 1474 {EPA Reg. No. 1448-UUE). We have found several deficiencies with the submission that will 
need to be addressed: 

1. From CFS (Alternate Formulation), Ammonium Sulfate needs to be marked as Pre-Reaction and Ammonia as 
Post-Reaction as you confirmed by phone. 

2. For BCMW, please write 100 % Re-Pack on the CSF (Basic Formulation). 

please send the revised CSF before Oct 161
\ so that we may further process your submission. After Oct 16111

, please 
direct all correspondence/corrections to the appropriate EPA Risk Manager. If you have any questions, please do not 
hesitate to contact me. 

Best, 

Joyce Kang 

Contractor, US EPA 

2777 S. Crystral Drive, S-4822 
Arlington, VA 22202 
[703) 347-0Lllo 
Email: kanq.joyce@epo.qa11 

2 
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Form Approved 0MB N o. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paporwork Reduction Act Notice: The public reporting burden for this collecoon of mformaUon is esllmated to average 0.25 hours per response fo, registration activities and 0.25 hours per response for 
reregistration and spec1;il revie.v activrties, including timo for reading the instructions and completing the necessary froms. Send comments regarding the burden estimale or any other aspect of this 
col'ec t on of mformafion, inciud1ng suggestions for reducing the burden to : Director, OPPE Information Management Division (2137), U.S . Environmental Protection Agency. 401 M Slreet, S.W ., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: September ?9. 2014 EPA Reg No /File Symbol 1448- - I Page 1 of 1 

Apphcants/Reg,stranl's Name & Address Buckman Laboratories International. Ire Product 
1255 North Mclean Blvd. 
Memphis. TN 38108 BUSAN 1474 

lngredlenI· Ammonia, CASRN 7664-41-7; EPA PC #5302 

Guideline Reference NJmber Guldelne Study Name MRIO Number Submitter Status Note 

Product Chemistry Series 61 All Data R1:1quiromcnts 
464351-02 Buckman Laborotones. Inc. OWN 

Product Chemistry Senes 62 All Data Requirements 
464351-02 Buckman Laboratories, Inc. OWN 

Product Chemistry Ser'es 63 All Data Requirements 464700-02/ 
465866-01 Buckman Laboratories. Inc. OWN 

TOXICOLOGY 

Acute Oral T oxic11y - Rat 
870.1100(81-1 ) 464351-08 B1.ckman Laboratones, Inc. OWN 

Acute Dermal Toxicity - Rabbit/Rat 
870. 1200 (8' -2} 464351-09 Buckman Laboratories. Inc. OWN 

Acute Inhalation ~ox1City- Rat 
870.1300 (81-3) 464351-10 Buckman Laboratones. Inc. OWN 

Primary Eye irritation - Rabbit 
870.2400 (81-4) 464351-11 Buckman Laborotones, Inc. OWN 

870.2500 (81-5) 
Pnmary Dermal Irritation - Rabbit 

464351-12 Buckman Laboratories. Inc. OWN 

Dermal SensitrzaUon - Guinea Pig 
870.2600 (81-6) 464351-13 Buckman Laboratories. Inc. OWN 

Signa'.ure/J(if /t~,/4_L Name and Title Date 

Carl F. Watson. Ph.D., Sr. Reg. Toxicologist 09129/14 =--··---- - ---
Er A '."onr 857'J.3~ (9-£7) '.:: le.Wc.nic an<'. Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
4 01 M Street , S.W. 

WASHINGTON, D .C . 20460 

Form Approved 0 MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of lnformat,on 1s estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary froms. Send comments regarding the burden estimate or any other aspect o f this 
collection of informallon. induding suggestions for reducing the burden to : Director. OPPE Information Managem ent Division (2137), U.S. Environmental Protection Agency. 401 M Street. S.W ., 
Washington. DC 20460. Do not send the form to this address. 

Date; September 29. 2014 

Applicant's/Registrant's Name & Address Buckman Laboratones lnternattonal. Inc 
1256 North Meloan Blvd. 
Memphis. TN 38108 

Ingredient Ammonia, CASRN 7664-41 -7. EPA PC ~5302 

Guideline Reference Number Guidelino Study Name 

DATA MATRIX 
EPA Reg No./File Symbol 1448- Page 1 of 1 

Product 

BUSAN 1474 

Submitter Status Note 

Buckman Laboratores. Inc. OWN 

Buckman Laboratories, Inc. OWN 

Buckman Laboratones, Inc. OWN 

Buckman Laboratories, Inc. OWN 

Buckman Laboratones. Inc OWN 

Buckman Laboratories. Inc OWN 

Buckman Laboratories. Inc. OWN 

Buckman Laboratones. Inc. OWN 

Buckm an Laboratories. Inc. OWN 

'------- ----------- ----- ---,r,-,~--~~------ --- ...... --- ---+-------1 
Signature • --;/I/. / ~ ~dL__ Name and TiUe Date 

l...,P"'f- Carl F. Watson, Ph.D .• Sr. Re . Toxicologist 09129/14 

EPA Form 857,)-"5 (9-91) i::,e.:tronic and Paper versions ava~ablc . Submit only Paper version. Agency Internal Use Copy 
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Form Annroved 0 MB No. 2070-0060 

.......... 
~A l UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street. S.W. 

WASHINGTON. D.C. 20460 

Paperwork Reductlon Act Notice: The pubic reporting burden for this collection of information is estimated to average 1.25 hours per response for registration 
and O 25 hours por msponse for reregistration and special review activities. nduding time for reading the instructions and complel ing the necessary forms. Send 
ccmments regarding burden estimate or any other Aspect of this collection of informotion, including suggesUons fer reducing the burden to: DlrecIor, OPPE 
Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Streel S.W .. Washington. DC 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicant's/R~istrant's Name, AdOress, and Telephone Number EPA R~istration Number/File Symbol 
Buckman Laboratories. Inc., 1256 N. Mclean Olvd, Memphis, TN 38108 (901) 272-6228 1448· (New Registration) 

Active lnaredient!s) and/or representative test comooundlsl Date 
Ammonia (PC Code 5302, EPA Reg. No. 1448•432) September 30, 2014 

General Use Pattem(sl (list all !hose claimed lor this product usinQ 40 CFR Pan 158) Product Name 
Industrial, Aquatic. Outdoor. Non-food BUSAN 1474 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not need to 
submit this form. You must submit the Fonnulator's Exe~tion Slatement {EPA Form 8570•27). 

□ 
I am responding to a Data.Call-In Noooe. and have included wtth this form a list or companies senl offers of compensation (the Data Matrix form should 
be used lor this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one melhod only) 

□ 
I am using the cite-all method of suoport, and have included with this form 

0 
I am using the selective method of support (or oit&-ol option 

a list or companies sent offers of compensation (the Data Malrix form under the seledive method), and have inciudod with this form a 
should be used for this purpose}. completed list of data requirements (the Oala Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under lhe selective method to satisfy one or more dala r9quiremcnts] 

□ I hereby offer and agree to pay compensation. to olher persons, Wltl'I regaid to the appro\,al of this application. to the extent required by FIFRA. 

SECTION 111: CERTIFICATION 

I certify that this applic:,llon for registration, this form for reregistration, or this Data-Caft•ln response is supported by all data submiUe<l or cited in lhe 
application for registration, the form for reregistration, or the Data-Call-In response. In addilion. if the cite-all option or cite-all option under the selective melhl>d is 
ndicated in Section I, lhis application is supported by al data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially :similar product. or one or more of the ingredients;.., this l)IOduct: and (2) is a type of data that would be required to be submllted under the data 
reouirements in effect on the date of approval of this application ;r the application 50ught the initial registration or a product of ldentlcat or sunilar composition and 
uses . 

I certify that for each exclusive use s1udy cited in suppon or lhis registration or reregistration. that I am the original dala submitter or that I have obtained 
lhe writlen permission of the original data submilter to cite that study. 

I certify that for each study cited in suppor1 of this registration or reregistration thal is not an exclusive use study, either: (a) I am ,he oriuinal data 
submilter: (b) I have obtained the permission or the original data sut>mitter to use the study in support of !his application: (c) all periods o f £'.igibility for 
compensation have expired for the study: (d) the study is in the pubtio lijerature; or (e) I have notified n writing the canpany that submitted u,,e S'l'1Y and have 
offered {I) to pay compensation to the extent required by sections 3{c}(1 )(F) and/or 3(c)(2)(B) of FlFRA: and (ii) to commence negotiations ,o deten ,,ine the 
amount and terms of compensation. if any. to be paid for the use of the study. . 

I certify lhat in all instanc:es whem a.n offer of compensation is required, copios of 08 oflero lo pay compensation and evidence of I, 1t.i1 <-elivery i1 
. 

accordance with sections 3(c)(1 )(F) and/or 3(c}(2)(8) of FIFRA are available and will be subrritted to the Agency upon reQuest. Should I far t > .x:xluce w .;t 
I 

evidence to the Agency upon request I understand that the Agency may inttiate action to deny. cancel or suspend the registration of my prnduct i'I conformity wi'h I FIFRA. 

I certify that the statements I have made on this fonn and all attacilm ents to It are true, accurate, and complete. 
knowing ly fa lse or m isleading statement may b e punishable by fine or Imprisonment or both under applicable law. 

I acknowledge that any 

Signature~}/, d~/ Dale Typed or Printed Name and Tille 

09/30/14 Carl F. Watson. Ph.D., Sr. Regulator-,, Toxicologisl 

EPA Fonn 8570-34 (9-97) Electronic and Paper versions a11ailable. Submit orfy Paper version. 
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Buckman Laboratories Inc. 
1256 North Mcl ean Blvd. 
Memphis TN 38108-1241 

10,0 

"000 0008002 00000000 004 006 07220 INS• 0 0 

US ENVIRONMENTAL PROTECTION AGENCY 
FINANCIAL SERVICES DIVISION 
P.O. BOX 360277 
PITTSBURG. PA 15251 

. ~ ...... 
• 
. ~ . .... 
.... . ,. 
• •• • 

• • •••••• • 
" 

• ··-··· • .... 
• .... 

....... 
• • w . .. .. ' ... 

~ . .. 
-"2 .,. •• . 
♦♦ •I' I 

Page 1 of 1 

REFERENCE INVOICE GROSS AMOUNT DEDUCTIONS AMOU NT 

NEW USE BSN 1474-A480 8/14114 PRIA FEE 18234.00 0.00 18234.00 

! 

CHECK NUMBER DATE VENDOR NO. NAME TOTAL AMOUNT 

0003007334 08/21 /2014 210844 US ENVIRONMENTAL PROTECTION 
AGENCY 

ftlhliti iMlii+Hi i IM!+A&hNIMWIIZl◄IIRIC◄IMlIW IMlfDIJEtll4li61DZ-lildiHl ·illl,Wlll■II!l il ll~ !'!""IH*101Wi.m.:Jl~HECK'N0. 

Buckman Lsborstotles Inc. 
1256 North McLe811 Blvd. 
Memphis TN 3810~1241 

VOID AFTER 90 DAYS 

PAY: EIG HTEEN THOUSAND TWO HUNDRED THIRTY FOUR AND 00/100 DOLLARS 

TO THE ORDER OF 

Bank or America 

US ENVIRONMENTAL PROTECTION AGENCY 
FINANCIAL SERVICES DIVISION 
P.O. BOX 360277 
PITTSBURG PA 15251 

0003007334 
DATE OF CHECK 

08/21/2014 

CHECK AMOUNT 

$18,234.00 

I 
AUTHORIZED SIGNATURE 

AUTHORIZED SIGNATURE 

$18,234.00 

6'1661531 

A =, ..... L!J t,- .-...10 

n•Q OO 300 7 3 3 l, ll• 51 

*Commercial/financial information may be entitled to confidential treatment* 



PRIA 3 - 21 Day Content Screen Review Worksheet 
(EPA/O PP Use O nly) 

Scptcm bc r 20 1 2 
2 1 Day Screen Start Dale: _ lt'b,/2J;:_. 

Fee Paid : Yes ...1-,,-Experts In-Processi ng Signature: ___ ____ _ 12:J_,f_'' Date_~~f 
D ivi sion management 1.:ontacted on issues No ___ Yes _ ___ Date ______ _ 

EPA Reg. Num ber: /lf {f<j'._ lt. Ll l EPA Receipt Oatc: /tJ~//y-

Items for Review Yes No N/A* 

I 
Applicatio n For m (FP/\ Form ~5 70-1) signed & complete including package 

X type 

Confic.Jenti a l S ta tement of Formula all boxes completed, lorm signed, and y 
2 

dated (! ·PA h irm X57U-4! 

a) All j_pcr!_:i, including fragrances. ttpproved for the proposed yes no 

uses (sec Footnote /\) 1 · 

>-· 
µ_, · D~ c l .l t~ " ~v , .... '--~ 

3 
Certification with Respect to Citation of Data (EPA h irm 8570-3-l) y completed and signed (N/J\ if I 00% repack) 

-- - - ---~-

I Certificate and data matr ix consistent y· 
I ' f a ppl ican I is re lying o.-data I hat arc comnensa blc, is the o lli:r yes no 

-- --- _., 

to pay statement included. (see Footnote 13) 
. 

-- -
I 

- I f applicab le, is there a lcucr o f Authorizati on for exclusive use on ly . ·-

4 
Formulator's E xemptior1 Statement (E ll;\ h,rm 8570-27) completed and 

X signed (N/ /\i f sou rce is unregistered or appl ic:int owns th t> technical) 
----

Data Matri x (EPJ\ Form 8570-35) both internal and external copies (PR 98-5) I con~pJ_eted an_d sign_ed (NIA if 100% repack) -· ·--- - - ----
'}!i,.~• ')~~•.•·.~l1~•>'.l:t'·' I~~ ,ti;<: 

~ ) Selective Method (Fee catcgo,y cxpe,·ts use) 
yes 110 -- - -·- ~~~l:',·l ,: ''~l •/1~: .. ,~i;,:\ 'fl\ 

5 V !:-~~·~•~7,~Jft~ • -· i,; ~ . , •""' i' j 

. ~t'!c:,~ _F:t.•- 't 
I ,.. -~ - ' :1 -;t- -

h) Cite-Al l (f-'ce category experts use) ,1-!~;,.f~~i~fl' ' . 
,,., . - ):-,,. • ' .• ;,:i .... • ' ' ' ' r, 

'~{:1}1~,,i· .. :itJlt,;¥,rt, ~.: 
(F~e category experts use) 

'>;(,. _, ~" I . 1 .. ~~~ ~~ i, . .,t 
c) Applicant owns all data t~r rtt• ._ ~-J"1 ,~I\<; 

,-,, • ~ ~ ..... ~- .f "' ,:. :,.. 

·- - · ·- --------
6 5 Copie.'- of Label ( Elcc rro nic 1,1bt: ls o n CD are enco uraged and g uidance is f 

available ·- ---- .. -
7 

Is the d ah1 package consistent with P R Not ice 8(1-S 
K 
·-

8 j Notkc o f Filin~ included with pl'titioni. X 

52 



lX 
7 

a) List study (or studies) not inch1ded with applica,tion 

10 

Conime11is.; 

fl> - { ., ')' 

p,.._ - rru_,-1-.,..--

~t·,,.1. ;,\I:'"'- C~F-. 
IC -'$' 

IC • ';-I 't 

l f\C ,•-·~t-> -ft, 1- I ,(t, '/. t•., f' .. ~ ,.._ .. n 

..,. ~LL lu.-i pt,, \~..-J ---

2 
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* N/A - NtJI Appli,cahlc 

i-'ootnotcs 

A. DurH1g the 2 I day initial conteflt review, all CSFs ti\lill be revicw·ed to •determine 
whether all inerts listed, including fragrances, are upprovcd fr)r the propOsl?d u-s~s oi- have 
an applicatfoi1 pending \-viti1 the Agency. If an unapproved inert with no application 
pending With the Agency is ridemitiod; ,the appl:icmnt rnust either I) i'osolve t'he inert issue 

b,y, ror c·xample, removing the inert, substilutif1g it with an i-tpprovcd inert, submitting 
docu 1nentation thut EPA nppriJvcd the ine,it fo,• the proposed pcs1i6dal uses, correcting 
111istakcs on the CSF, etc. or 2) provide ihe dara to support OPP apprOVml of the inert or 3) 
,vithdra,-.r the application. Removing or sulbslituting an inert ingredient w.i II require a new 
CSF and nrny require submission of data. All infonnation. fo1·n1s. data ~nd 
documentation r,esolving the inerUssruc must h_ave ibcen received bv the Agency or the 
appli_cation withdrawn within the 21 day period. otherwise, the Agen~v wrn reject the 
applicatio11 as dcscri_bed below. 

To successfully complete this aspect of the 21 day ini'tit11) content screen, applicants a re 
strongly ·encouraged to vcr i <:v that all inert ingredients bave been approved for the 

appt icnt ion· s uses m have an appHoatforn pending with the Agency even i.f a product is 
currently r,cg.istetcd lby consulting the .inert W cb siw and if l11e i ncrt is nor approved n,or 
hi1s an application pending with 'the Agency, lo -obtai,u the necessary irHWI npproval 
prior to submitt,in:g 110 tlppJicntion tn ,reiisttr .a JJcsticidc JYroduct conuiinine t:hat 
inert ingredic,nt. Sotne iri'ert .ingredients afe no long,en1pprovcd for food uses or certain 
types of uses, Tihc ;r1a-me an-cl/or CAS nu tnher on a CSF must mntc.h the name and CAS 
m1mber on this web site . Simple typographical e,•rors in the nfl l'.'rie or CAS nutnher ht1ve 
resu II ed in processi·n g de'la ys. 

Ir an inert is n•ot listed nn the ,inert i:ngrcdient web s,ite atid the applic~1m believes that the 
inert has hcen approve-d. the app~kunl should contacl the Inert lngredaent Assessment 
Branch (1) 1J AB) at j ncrtsbr<rnd1(d1e p{L\!'I~ and rcsolv·c the issue. Copies of the 
corresponden,e with HAB reso lving the issue shouild i1ccornpm1y the application. A.JI 
new· inerts except PIP inerts are 111eviewed by LIAB. The If AB should also be con meted 
for a11y questions on what s~1pporting: data needs to be sulbmittcd for and the. Agency's 
irrnrt review process. Questions on PIP ,inerts should he dkected to the Chk:f or 
l\'lic:nibial Ptslic,iJc~ Branc h. 

When n bra11d. trade, or pro;pr:ictary na1ne of an inert ing1redient is listed on a CSF. 
additin11al infr,rrnation such as an aherna'te name ()fthe inert. CAS llt1111ber or other 
in tonrnition musl also be included to enable the Agency ,to de1errnine i fit has been 
approved. Each component ofan inert mixture (including a foagrance) must lbe 
idcnti tied. ~n some casc.s. tihe supplier orthc rnixturc or fragrance may inecd 10 prov id~ 
this in formation lo tlhe Agency. Prior to lhc Agency's receipt of an application, 
applicants must arrange with a proprietary mixture or fragrance supplier lo provide the 
component .infornui1tio1n 1(1 the Agency or promptly upon EPA ·s request. I fthe inert 
ingredients in a proprietary bl encl (including fragrances) eannur or are not identified or 
r,rovided within t~1e 2 1-day content rcvic\',• period. lhe Agency \Vil I reject the applicu,tion. 
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During the 21 day •CC)i1H,nt review. applicants shouJd su,bmlc irHormmion to the individm1,i 
idenrdk(I by the Agency Wli'lm the applicant is informed or an unapproved inen. 

lJ nn ppu1Yc~d I 111:Crts ·1dc-JJ1ificd uri CSFs 

Al I applirntions ·ex'QC()( converufonal new nroduct~ and Pl~s 

One~ tin un~ppt·oved ~nett is irdenti.ficd on tt CSF, the Ageney will c<.rnti:l"i:t the 
applic::inl with th-e following options: 

I. Correct the app1Jica1ion by, FM insrnncc. correcting the inert's identity or C t\S 
number. providing. documentation that ihe inert !ms been .approved. or 
removing the unapproved inert from the CSF or replacing it with one lha'l is 
approved for the application ·s us~s: ,or 

2. Provide the required i11fornrntion necessary to identify an inert approval 
application that is pendirtg with the Agency; or 

3. Submit the information and data !'reeded for tht Agency to approve the 
un.1pprovcd inert I l'lhis option is selected and impkmerued. the Agenc.y may 
request an extensicn in the PRIA decision review time'frmne to acco111rnodaite 
the inert review/approval process: 

4. Wiirhdrnw the appl'ication (the Agency retains 25% of the full fee for the fee 
calegory estimated}; or 

IT none of these options i.s selected and implemented by the appliC'ant within the 
21 day Cohtcnt review pe.riod, the Agency will reject the applica,tion und retain 
25% of the full fee of the category ider1tified. 

Convenlion{1l New Product /\ppllcativms 

\Vhtm the Registration Division .identifies an unapproved inert on fl CSf with an 
appl icati◊n for tt new product that the applicant has not idcnti'fied as requ ir,in,g an 
inert approval (R300 or RJOI ), it will c0r1tact 1he applicant with the follow.ing 
options: 

I. Correct the application by, for instance, cc>rrecting the ine,1t • s identity or CAS 
number, pr,oviding documentation that the inert hns been approved. or 
removing ihe unapproved inert from the CSF or replacing it with one thal is 
approved for the applicarion · s uses: or 

2. Submit <the infonnation amJ data needed for the Agency to approve the 
unapproved inert, focluding any required petition to establish or amend a 
tolerance or exemption from ti tolernncc. (This option may change the PRI A 
category fO'r the appl,icntion. which cou~d require n longer decision rev,iew 
time and a larger t,ee. If additional fees ate due. th·cy 1m1st be re1.:eivcd by the 
Agency within the 21 day conte.nt teview period.) 
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3. Vi".it.hdi•1nv the applicatitlrt (the Agency rem ins 25% of the fl'ill foe for the fee 
cah.:g()ry tSti11)ated): or 

If none of the above options is selected iln'd implemtmted dtrring the 21-day 
content•review period. t,he Agency wm r~ject th~ application and retain 25% of 
the appropriate foe for the new product.inert ap:proval category. 

Pl P Ainp~ i cat lorrs 

When the Bio,pcsticide anll f'Cillution PrcvcrHio11 Divisior1 idc1HHies un 
unapproved inert 011 a PiP CSF al1d a request to approve the inert does :not 
accom1pany the: app'lication, it ,viii comact the applicant with ,the following 
options: 

I. Corr,ect the applicmion by, for instance. correcting the .spelling or ntune of the 
inert to that in 40 CFR 1174. or iproviding documentation that the ;inert. has been 
arproved: or 

2. Submit the information and data needed for' the Agency to approve the 
unapproved inert. I fan incri ingrcJicnt tolcr,a.ncc cx,cmption petition is 
required. the peiition mus,t be rnceived by ,ihc Agency ttnd the B903 fee pa id 
wichin the 21 day peri<Jd. If this option is .i;elccled arid ,implemented, the 
Agency ,viii discuss !harmonizing the timerrarn~ for both actions. 

3. Withdraw the appl ication (the Agency 'retains 25% o f the full fee for the fee 
ca(t!gOry estimated): or 

I fnonc of the above options is selected and impl{:men'lt:d dur'ing the 21 day 
content review period, the Ag,cncy will reject the application an<l retai11 25% of 
the fee. 

B. A policy on documentation or offers to pay is stil I being developed, however. ror a 
me•too or fast track (s,imilar/ide,ntical) ,tcw product. R300 or A530, an npplic:n,ion 
withotrt the necessary authorizations of offers to ptiy will be placed into either R30 I or 
A53 I. The Agency recommends that authorizations of offe1·s to pay be submitted with 
otheir PRIA applicaitions itO avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to cnntact the Agency and discu~s study waivers 
prior to submitting their upplication to the Agency. Documentation of such discussions 
should be submiftted Yvith the study waiv,er. 
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IUNlfrED Si Ar es IE:tli\iiRONMENT AL PIROTECTlON At:iENeY 
WASl-liiNGTbN, D.C. ~046(} 

Ociolht-r 3, 20 I 4 
CJFFIL'F L)F Cl 11:MICAI- St\Fl-;Ty 
t\ND 1'01.1.llTION PREVENTION 

OPP Decision Nu,:nber: D~495990 
EPA File Symbol or Registration Number: 1448- UUE 
P,roduct N&ri'1t: BUSAN 1474 
EPA Receipt Date: 01 ~Oct-20]4 
EPA Company Number: 1448 
Company Name: BUCKMAN LABORATORIES INC. 

CARL F. WATSON. Ph.D. 
BUCKMAN LARO RA TORIES INC. 
1256 NORTH MCLEAN BLVD 
t,..11EMPHJS. TN 3810~ 

SUBJECT: Receipt of Registration Applkation Subject to Registration Service fee 

Dear Registrant: 

The Office of Pesfrcide Programs ihas received your upplication and certification of 
payment. If you submitted data with this applicotion, the rcs·ults of the PRN-20 I 1-3 screen w'ill 
be communicated separately. Du.ring the administraiive screen. Ihe Office of Pesticide Programs 
has determined that this Act,ion is subject to a Pesticide Registration Service rec as ddined in 
the Pesticide Registration Improvement Act. 

The Actitm has been 'identified as Action Code: A480 

NEW USE:NON-FOOD;OlJTDOOR FIFRA SEC2(MM) USES I: 

No ttdditional payment is due at th.is time. 

If you have any questions. please: contact the Pesticide R,cgistration Service f ec 
Ombudsman at (703) 347-0228. 

Sincerely, 
,·~..___,/ ~ 

f-ront End Processing Staff 
lnfbrmation Ted111ology & Re.sources Management Division 
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!Fee for Service! 
M 

{958589a-

This package includes the following 

1 c~ New Registration 

1 ° Amendment 

fl S·t· d'e · ? ~. u 11 s. 1 Fee Waiver? 

i_J volpay 0/o 1Reduction: ~ -

for Diivision 

0 BPPD 
0 RD 

Risk Mgr. 

Receipt No. S-1/ 958589 
~ =======~~:::::! 

EPA File Symbol/Reg. No. 
1

1 1448-U1UE 

Pin-Punch ,Date: 'L_I _1_0_✓-1_1 l_2o_· 1~4=· =' 

r I This 1item 1is NOT subject to FF:S action .. 

- ·ts;ctioTI-Coda~ 

Requested: r ' AL I\ l 1 I 
Grant,ed: I !-+ ~) c, j 

Parent/Chiild 'Deciisions: 

l 

Amount Due: $ 1S 1:23'-/ 
_I 

u lne1rt Cleared 'for 1lntended Use L Uncleared Inert in Product 

/
/·. ' / 

Revi,ewer: , J! lf '" '7 ? -·7 ' Date: Ii) - ... , - ...x· u 11 
Remariks: 
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*Confidential Statement of Formula may be entitled to confidential treatment*




